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CHAPTER 1 
INTRODUCTION 


BACKGROUND 


In the February 1992 budget, the Federal Government directed 21 
departments and agencies to undertake a thorough review of their 
regulations and publicly rejustify their particular regulatory programs. 


The reasons for the review, simply stated, were to discover ways to use 
government resources more effectively, fo reduce costs to government, 
industry and consumers, to examine the ratio of costs to benefits of regulation, 
and to ensure that regulations did not impede industry competitiveness. 


At the same time, the House of Commons Standing Committee on Finance 
was asked to review federal regulations to determine how they affect the 
ability of Canadian-owned businesses to compete in the global market. The 
Committee was asked to suggest ways of improving regulation, regulatory 
processes, and inter-governmental collaboration. 


The President of the Treasury Board, also the Minister responsible for Regulatory 
Affairs, outlined critical issues the Committee might wish to assess. In a letter 
and later in presentations to the Committee, the President stressed the 
importance of health, safety, and environmental regulatory objectives to alll 
Canadians, and promised that these objectives would not be compromised. ' 


THE TREASURY BOARD POLICY 


The new Regulatory Policy, announced in February 1992, states that, for 
existing regulatory programs and substantive new or amended regulations, 
departments must demonstrate that: 


Fa a problem or risk exists; government intervention is justified, and 
regulation is the best alternative 

a Canadians have been consulted and given the opportunity to 
participate in developing or modifying regulations and regulatory 
programs 

a the benefits of the regulatory activity outweigh the costs, and the 


regulatory program is “structured” to maximize the gains to 
beneficiaries relative to the costs to Canadian government, 
businesses, and individuals 


The Committee issued a report in January 1993 entitled Regulations and Competitiveness. 


a the regulatory activity has as little negative effect as possible on 
Canadian competitiveness 


re measures have been taken to reduce the regulatory burden on 
Canadians, through cooperation with other governments, for example 
ti systems are in place to manage regulatory resources effectively, 


compliance and enforcement policies are articulated, and resources 
have been approved and are adequate for effective enforcement 
and to ensure compliance where the regulation binds the 
government. 


Three federal government departments — Agriculture Canada, Consumer 
and Corporate Affairs Canada, and Transport Canada — were the first to 
conduct regulatory reviews. The remaining government departments were 
requested to begin the review process in October 1992. 


FOCUS ON HEALTH AND SAFETY 


In Health and Welfare Canada, the primary focus of the regulatory review was 
the effectiveness of the regulations in contributing to public health and safety. 
This applied mainly to the work of Health Protection Branch (“HPB”) and 
programs falling under the Food and Drugs Act and Regulations.* As a 
secondary focus, the review process would also examine ways in which we 
could minimize adverse impacts on, and, where possible, enhance, 
Canadian competitiveness. 


The Food and Drugs Act is designed to protect the consumer from both health 
hazards and fraud. HPB is the organization concerned with protecting 
Canadians from health hazards. The Branch attempts to reduce or eliminate 
the health risks posed by communicable diseases and by food-borne, drug, 
cosmetic, and environmental hazards. Internationally, HPB is known as one of 
the world’s leading health protection agencies. 


Protection against fraud is provided primarily through requirements respecting 
labeling and advertising of food, drugs, and medical devices.* Consumer and 
Corporate Affairs Canada (CCAC) is the federal agency responsible for 
protecting Canadians, under the authority of the Act, from misrepresentation 
and fraud in the labeling, advertising, and packaging of food. Accordingly, 
review of the Food and Drugs Act in the area of labeling, packaging, and 
claims was conducted jointly with CCAC introducing an additional focus, i.e., 
the effectiveness of the regulations in contributing to useful consumer 
information and preventing product misrepresentation. 
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A regulatory review in the Medical Services Branch was also conducted and is the subject of a 
separate report. 


: Food and Drugs Act, Sections 5(1) and (2), 6(3), 9(1) and (2), 10(2), 20(1) and (2), and 21 


Specifically, the review would cover the overall regulatory framework and 
programs under the Food and Drugs Act. Included were the efficiency and 
cost-effectiveness of the regulations, the impact of the regulations on alll 
sectors, and the extent to which the regulatory regime assisted in the 
achievement of policy objectives. 


Two other extensive reviews had been undertaken by HPB recently, the Hearn 
Review‘ on the regulation of medical devices, and the Gagnon Review’ of 
drug regulation. The results of both reviews were integrated into the 
Regulatory Review, and their processes were not duplicated. 


Specifically excluded from the regulatory review were the Tobacco 
Regulations and the Narcotics Drug legislation: the Tobacco Regulations were 
before the courts; the new Psychoactive Substance Control Act was being 
tabled in the House of Commons. Also excluded were the regulations 
controlling nutrition labeling, which are being considered under a separate 
initiative, 


One aim of the Health and Welfare Canada review has been to ensure 
appropriate consultation with related federal and provincial programs. This 
was imperative as the Food and Drugs Act is administered in part by 
Consumer and Corporate Affairs and is either referenced or incorporated in 
legislation administered by Agriculture Canada and Fisheries and Oceans 
Canada ("DFO"). As well, standards established by regulations pursuant to the 
Act are used extensively by the provinces. 


In addition, the impact on international trade, with a particular focus on the 
harmonization of regulations, was considered throughout the review. 


A set of review criteriac developed in the light of Treasury Board and HWC and 
CCAC policies served as a framework for the regulatory review, and aided in 
the develooment of “issue papers” that were used during our consultations 
with interested parties. 


THE POLICIES OF HWC, HPB, AND CCAC 


The HWC/CCAC review covered the aforementioned policies of Treasury 
Board as well as those of HWC and CCAC. In applying the review criteria, we 
looked at whether the impacts of regulations were consistent with the 
intended objectives of the regulations and legislation. Moreover, we 
considered whether the regulations reflected: 


Direction for Change, Report of the Medical Devices Review Committee, May 1992 


Working in Partnerships...Drug review for the Future, Review of the Canadian Drug Approval System, 
July, 1992 


The review criteria can be found in Appendix A. 
Ss] 


HPB’s leadership role in areas of health and safety 


| 

z adherence to HPB’s Risk Management model’ 

ie the principles and responsibilities set out in international agreements, 
including trade agreements 

8 CCAC’s mandate under the Act in respect of fraud protection 


THE PROCESS 


REGULATORY REVIEW OFFICE 


The first step in the process was the naming of an Executive Director for 
Regulatory Review and the establishment of a Regulatory Review Office to 
manage the project. 


The goal of the Regulatory Review Office was to organize the project, namely, 
to establish a modus operandi, to set a project schedule, to write the guiding 
orinciples underlying the review, to draft review criteria’ on which the review 
would be based, and to plan how to present the outcome of the review. 


Given that only six months were allowed for the review by Treasury Board, 
rather than embarking on a comprehensive line-by-line review of the Food 
and Drugs Act and Regulations, it was our choice to look conceptually at the 
regulations, to establish a direction for change, and then to plan for 
implementation, including changes to specific regulations. 


Looking broadly at the HPB framework would allow for an investigation of 
areas common to the various commodities regulated under the Act and 
Regulations, such as food, drugs, cosmetics, and medical devices. In the past, 
these areas have been considered unique and requiring different regulatory 
approaches. “Good Manufacturing Practices”, for example, exist for drugs but 
not for food. Now, we decided to ask whether there were similarities which, if 
addressed, could simplify the regulatory system. 


Concurrently, CCAC was embarking on a review of the food labeling and 
advertising regulations under the Food and Drugs Act. It was decided that the 
two agencies should undertake a joint review in the labeling, advertising, and 
standards area in order to minimize the burden of consultation with external 
stakeholders. 


HPB’s risk management model is fully explained in the 1989 publication, Health Risk Determination, The 
Challenge of Health Protection. Briefly stated, the process of risk management involves measuring the 
costs and benefits of accepting or avoiding risks. Once the available evidence has been weighed, a 
choice must be made between eliminating the risk.and accepting varying degrees of risk in exchange 
for varying degrees of benefit. This balance in health issues is achieved by HPB through a formal 
process called risk determination. 


See Appendix A 


It was decided from the beginning to attempt to involve as many interested 
parties as possible in the review, both from within and without HPB and CCAC. 
Further, it was agreed that the review would benefit from the advice of a 
senior group of outside experts forming a Regulatory Review Advisory 
Committee. 


The Committee was to provide objective advice to the Branch and the 
Deputy Minister regarding the review. The Committee was composed of 
people from a cross-section of interests who were knowledgeable about the 
regulated industries and about the impact of regulations. Terms of Reference 
for the Advisory Committee are attached as Appendix A. 


The review was conducted in two essential steps: first, to examine regulations 
internally and identify areas for discussion; and second, to consult with 
external stakeholders to identify concerns and develop options. 


STEP 1 - INTERNAL REGULATION IDENTIFICATION 


In February 1993, the Deputy Minister of HWC inaugurated the review by 

issuing a memorandum to all staff of fhe Health Protection Branch and the 

Public Service Health Directorate of Medical Services Branch. This 

memorandum was followed quickly by one from the Assistant Deputy Minister, 
Health Protection Branch, to HPB staff. 


Thus began the “Internal Regulation Identification” exercise, whereby staff 
were asked to identify, “those regulations which you know are problematic or 
obsolete by experience”. In order to respond, staff were asked to address the 
following points: 


i Identify a regulation or group of regulations known to cause problems 
to regulators or regulatees, is obsolete, provides little or no consumer 
protection, or is costly fo administer. 


2 Can the regulation be deleted? Consider any adverse effects on the 
Food and Drugs Act and Regulations; interfaces with other 
departments, health and safety issues and HPB risk management 


principles. 

3, In your view, what changes need to be made to the identified 
regulation? 

a Are there opportunities for harmonization with Canada’s major trading 


partners or international regulatory systems? What additional health 
and safety protection would be provided to Canadians by a non- 
harmonized approach? 


5. Are there opportunities for cost recovery or cost savings through more 
efficient administration of the regulation? 
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6. Additional comments? 


A similar internal review was conducted by CCAC in respect of the economic 
fraud provisions. 


At the same time, seven HPB or HPB/CCAC review teams were being created 
according to the broad framework approach. In other words, the team 
mandates were established by broad themes as opposed to giving each 
team responsibility for a particular set of regulations. ” 


Team 1 had responsibility for administration and inspection and enforcement 
practices, including the following: 


Foods - Good Manufacturing Practices 

Drugs - Good Manufacturing Practices 

Medical Devices - Good Manufacturing Practices 

Cosmetics 

Other areas:administration; powers/authorities; reporting/record 
keeping; penalties; delegation of authorities; fees; cost recovery; 
structure of Act and Regulations; simplification; and harmonization. 


Represented on this Committee were the food industry, CCAC, DFO, and 
Agriculture; there was also one provincial representative. 


Team 2's mandate was food and drug chemistry and contaminants, in 
specific: pesticides; natural toxins; adulteration; unintentional contaminants; 
trace elements; and veterinary drug residues. There were representatives from 
Agriculture and DFO on this team, 


Team 3 was a joint CCAC/HPB committee responsible for those areas of the 
Food and Drugs Regulations within CCAC’s purview, namely: labeling; 
packaging; advertising; and claims. 


Included in this team were representatives from the food industry, the 
Consumers Association of Canada, the Allergy/Asthma Information 
Association, DFO, and Agriculture. 


‘ Team 4, another joint HPB/CCAC team, had a mandate to examine: 
additives; colours; compositional standards; and nutrient addition, but not 
nutrition labeling. Agriculture and DFO were both represented on this team. 


Team 5 looked at the microbiology of foods, drugs, cosmetics and medical 


devices, specifically: microbiological hazards; other biological hazards 
including filth and foreign matter (glass, etc. of health hazard significance); 


See Appendix B for the composition of each Review Team 


and the microbiology of water. Agriculture Canada and the Canadian Meat 
Council were represented on this Committee. 


The primary role of Teams 6 and 7 was to look at matters not covered in the 
regulatory reviews of the Hearn report on medical devices and the Gagnon 
report on the drug approval process, and regulatory issues not within the 
responsibility of other review teams. 


Concurrently, the Regulatory Review Office commissioned a consultant to 
prepare a background document on the regulation of drugs, cosmetics, and 
medical devices"®. This paper complemented a comprehensive paper on 
food regulation prepared by the Food Directorate of HPB'' and one on drug 
regulation prepared by the Drugs Directorate. 


In response to the request to HWC staff to submit comments on the 
regulations, some 550 pages of comments were received", which were then 
passed to review teams. In addition, a large number of comments were 
received from CCAC staff" in the course of their internal consultation.These 
comments were the basis of focus group sessions held the week of March 5th 
at HPB and CCAC headquarters and regional offices. The purpose of these 
sessions was to further explore, clarify, and validate the comments made and 
determine the full extent of their applicability. In addition to HPB and CCAC 
regional staff and other federal staff, representatives of other levels of 
government involved in health and safety and labeling/fraud were present. 


Following the focus group sessions, the review teams developed issue papers 
designed to provide the necessary background and focus to the discussions 
during the external consultations. 


STEP 2 - CONSULTATIONS WITH EXTERNAL STAKEHOLDERS 


The first official notification to interested parties outside HPB, the 
“stakeholders”, was in a letter from the Assistant Deputy Minister, HPB, sent in 
February 1993, Approximately 4,300 stakeholders were informed of the review 
and of the plan to conduct consultations across Canada in April. 


Review of Regulations Pertaining to Drugs Under the Food and Drugs Act, J. Apse 


“Review of Food Regulations Pursuant to the Food and Drugs Act,” prepared as a Background Paper 
for the Health and Welfare Canada Regulatory Review, February 1993. 


“Review of the Drug Regulations Pursuant to the Food and Drugs Act,” prepared as a Background 
Paper for the Health and Welfare Canada Regulatory Review, March 1993. 


A list of those who provided comments is found in Appendix C. 


A list of CCAC staff who provided comments is included in Appendix C. 


Forty-seven issue papers were developed and distributed to a group of 
external stakeholders at the beginning of April 1993. Each issue paper 
presented background concerning a regulation or a group of regulations, any 
concerns identified both within and without HPB, and presented options for 
consideration. 


The Executive Director of the Regulatory Review Office wrote a covering letter 
inviting stakeholders to consultation sessions later in April. He stressed that 
“each paper is a working document intended to initiate consultation with 
stakeholders, not to present a final position.” 


On April 7, 1993, the Advisory Committee met for the first time. The purpose of 
the meeting was to review issue papers and identify opportunities, problems, 
and themes to be pursued in the external consultations. As well, the 
Committee was asked to give their views on the priority to be given during the 
consultations to the various issue papers presented. 


Formal consultations with external parties occurred during the week of April 
19th in Halifax, Montreal, Ottawa, Toronto, Winnipeg, Edmonton, and 
Vancouver. Over 600 parties participated in the consultations, representing a 
broad range of interests: industry, consumer groups, associations, academics, 
health professionals, and governments of various levels. '° 


Each session was organized into workshops with the issue papers developed 
by the appropriate review team serving as the basis for discussion. In addition, 
the participants were given the opportunity to raise their own issues. 


One of the most important goals of the regional sessions was to obtain the 
views of stakeholders on the subsequent phases of regulatory review. Their 
inout was sought on the development of an implementation plan and 
consultation framework, on the priority to be given to regulatory change, and 
how HPB and CCAC might consult with external stakeholders on changes to 
specific regulations. To this end, questions on implementation and 
consultation were included in an evaluation form" distributed at the sessions. 


Following the regional consultations, review teams, in concert with the 
Regulatory Review Office, prepared a draft report incorporating internal 

’ findings and the results of the external consultation process. This report was the 
subject of a second meeting of the Advisory Committee, which occurred on 
May 27, 1993. At that meeting, the Committee members provided their 
reactions to the external consultations and on the thrust of the draft report, As 
well, they gave their views on the implementation of the findings of the report 
and future consultations with interested parties. 


A complete listing of attendees by session appears in Appendix E. 


A copy of the evaluation form is found in Appendix G. 
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In summary, the review process provided a comprehensive overview of 
regulation under the Food and Drugs Act and Regulations. Involving not only 
experienced government staff but also stakeholders in the private and public 
sectors has resulted in recommendations that should begin to meet the 
objectives of the Treasury Board Regulatory Policy. In addition, they should 
work toward the enhancement of Canada’s standing as a world leader in 
health protection, 


OVERVIEW OF THE FOOD AND DRUGS ACT 


The current Food and Drugs Act was proclaimed in 1954, replacing an earlier one by 
that name enacted in 1920. Canadian legislation dealing with the adulteration of 
food, drink and drugs dates back to 1874, 


The Food and Drugs Act is highly dependent on delegated legislative 
authority by means of regulations. Such power given to the Governor in 
Council is typical of legislation in technical fields where a high degree of 
flexibility is required to keep pace with changing technology. In contrast to 
changing regulations, these acts tend to deal with broad principles and 
remain relatively stable. 


The Food and Drugs Act was designed as a consumer protection statute 
dealing with health and safety and economic fraud in respect of food, drugs, 
cosmetics, and medical devices, and is considered to fall within the ambit of 
Canadian criminal law. From the point of view of safety and health, the focus 
of the Food and Drugs Act and Regulations is related to the integrity of the 
food, drug, cosmetic, or medical device product per se. The primary 
objective of the Regulations is fo promote safety and honesty as related to 
the requirements of the Act. From the perspective of economic fraud, the 
focus of the Act and Regulations is fo provide essential information to 
consumers and to provide protection from misrepresentation and fraud with 
respect to labeling, advertising, packaging, and claims. The following types 
of regulations are found within the Food and Drugs Regulations and are 
aimed at preserving and improving public health or preventing deception 
and fraud. 


Labeling 

Standards of Identity 

Standards of Composition 

Performance Standards 

Quality Standards and Specifications 

Nutrient Addition to Foods 

Intentional Addition of Substances to Foods for Non-nutritive 
Purposes 

Presence of Non-Intentional Non-Nutritive Substances in Foods 
Adulterants of Intentional Origin 

Microbiology and Storage 

Good Manufacturing Practices (Drugs) 
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Biologics 

Prohibitions 

Cosmetics 

Advertising 

Drug Identification Number 
Proprietary Medicines 

New Drugs 

Old Drugs 
Narcotics/Controlled Drugs 
New Devices 

Device Standards 


All federal statutes governing food commodities have been developed over 
the years in accordance with constitutional responsibilities which allot certain 
functions to the provincial and federal governments. 


Responsibilities resoecting food commodities as such are not mentioned in the 
Constitution. Hence, jurisdictional authority for foods has been taken from 
subjects dealing with division of powers accorded the federal and provincial 
governments. In certain circumstances, the federal government can also 
intervene in certain areas by virtue of its jurisdiction over Trade and 
Commerce, Peace, Order and Good Government, Patent Law, Quarantine, 
etc. 


Parliament has jurisdiction over criminal law. This power has been invoked to 
support prohibitory legislation designed to protect the public from health 
hazard and fraud. 


Again looking to the constitution, matters involving public health have been 
assigned as an area of provincial jurisdiction. However, the National Health 
and Welfare Act cites the duties, powers and functions of the Minister of 
National Health and Welfare to extend to and include all matters relating to 
the promotion or preservation of health, social security and social welfare of 
the people of Canada over which the Parliament of Canada has jurisdiction 
and, inter alia, cooperate with provincial authorities with a view to the 
coordination of efforts made or proposed for preserving and improving public 
_health and providing for the social security and welfare of the people of 
Canada. 


Food control programs and regulations exist at both the federal and provincial 
levels with a different focus on food by the various agencies involved. With 
respect to drugs, devices and cosmetics, the federal government regulates 
conditions of sale using the requirements that certain drugs must be sold 
pursuant to prescription, others such as controlled and narcotic drugs, in 
addition to prescription, require extensive record keeping. The provincial 
governments in the exercise of their constitutional jurisdiction over property 
and civil rights can, and do, dictate the conditions of sale attached to certain 
drugs (advertising by pharmacists, place of sale, child-resistant containers). 
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From the point of view of safety and health, the focus of the Department of 
National Health and Welfare is related to the integrity of the food product per 
sé under the Food and Drugs Act. Under the National Health and Welfare Act, 
Medical Services Branch monitors food preparation and service on public 
carriers on land, sea, and air. Provincial health regulations, on the other hand, 
engage in food control programs because food and food production is a 
vector in the transmission of diseases of public health importance. 


As both levels of government engage in food control activities, overlap does 
appear to exist in the area of food inspection to a greater or lesser extent. 
However, with few exceptions, the regulations being administered are 
different. Provincial health agencies address themselves to such factors as 
health status of employees, personal hygiene practices, building and 
structural requirements for food handling, including sanitary facilities and other 
factors, all of which combined are elements in reducing the possibility of 
disease transfer via food. Initiatives are currently underway to reduce 
inspection overlap to the degree possible (i.e., the “Inverted Pyramid 
Strategy”). 


Regulations pursuant to the Food and Drugs Act have a product orientation 
and contain certain mandatory criteria dealing with product safety and 
integrity. Thus, for example, the inspection activities of the Health Protection 
Branch are designed to ensure that the processes for food production do not 
contribute to conditions which jeopardize product safety or integrity. 


From the point of view of fraud protection, the CCAC focus is on the provision 
of information on labels and in advertisements of foods to allow consumers to 
make informed choices and to prevent product misrepresentation. CCAC 
inspection programs are directed towards monitoring and enforcing 
requirements for labeling, advertising, and claims. 
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CHAPTER 2 
A REGULATORY FRAMEWORK FOR THE FUTURE 


PART 1 THE FOCUS OF THE REVIEW 


(i) 


FOCUS ON HEALTH AND SAFETY 


Objective 

The primary focus of the Regulatory Review has been the effectiveness of the 
regulations in contributing to public health and safety, a focus that affects 
mainly the work of Health Protection Branch (HPB) and programs falling under 
the Food and Drugs Act and Regulations: 


Background 

The primary objective of the Regulations is to promote safety and honesty as 
related to the requirements of the Act. As a result, Canadians enjoy one of 
the safest food, drug, cosmetic and medical device supplies in the world. 


Important in the HWC regulatory review have been the policies of both the 
Department as a whole and HPB in particular. We looked at whether the 
impacts of the regulatory framework were consistent with the intended 
objectives of the regulations and legislation. Among other things we 
considered whether the regulations reflected HPB’s leadership role in areas of 
health and safety and adherence to HPB’s Risk Management model. 


Direction Received from the Review 

HPB is the appropriate agency for matters pertaining to health and safety. This 
view was borne out in the review. This responsibility can be shared by other 
regulatory agencies, e.g., Agriculture, DFO, the provinces, through reference 
to the Food and Drugs Act and Regulations. For matters pertaining to 
deception and fraud that do not have a health or safety factor, CCAC is the 
most appropriate organization to provide intervention. 


’ Strategic Direction 


The regulatory review reinforced the point that health and safety are of 
Paramount importance and should not be compromised. Although every 
attempt will be made to be responsive to the needs of those affected by our 
regulations, the ultimate focus of the department will remain on public health 
and safety. This is fundamental to every aspect of this report, and is evident in 
the discussion of all the major themes that are presented later on, whether it 
be an effort to streamline the regulations so that safe new products can more 
easily be introduced into the market, to simplify the regulations so that those 
using the regulations can have easier access to the regulations, or to make 
the regulatory treatment of imports equivalent to that applied to domestic 
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Products so that we are satisfied that imported products are as safe as 
Products of domestic origin. 


Recommendations Supporting Health and Safety 

It is safe to say that most of the issues developed during the review have a 
health and safety aspect, and in many cases this aspect is the paramount 
focus. Some of the more interesting recommendations follow. 


The review found some areas where no change to existing regulations was 
required, as the regulations addressed a still-valid concern. For example, there 
remains an ongoing need to establish safe residual levels for veterinary drugs 
and agricultural chemicals in foods and for chemical contaminants (e.g., 
heavy metals, industrial contaminants, natural toxins) in foods. In each case, it 
is recommended that the existing regulatory mechanisms should be 
maintained. 


Similarly we are recommending retention of the existing regulations with 
regard to food irradiation. Nevertheless, consideration should be given to 
improving HPB’s ability to enforce the regulations particularly in relation to 
imported foods. The development of a program of consumer education in this 
area should also be considered. 


In addition, regulations requiring the absence of Salmonella from foods 
(chocolate, cocoa, milk powder, and egg products) which do not ordinarily 
receive a further heat treatment sufficient to destroy the pathogen are an 
important tool in health protection and are recommended for retention. 
Interestingly, we have concluded that the regulation requiring the absence of 
Salmonella in fresh or frozen froglegs should be considered for phased 
deregulation. While some individuals feel that it provides consumer protection, 
the majority believe it is not consistent with HPB’‘s risk management principles 
to require a raw product that is fo be cooked to be free of a pathogen. 


Some regulations are out of date or do not address a specific health and 
safety concern; these will be revoked or transferred to another agency. 


For example, with respect to food identity and composition standards, one 
option put forward is that all standards of identity and composition be 
relocated from the Food and Drugs Regulations to a compendium developed 
and maintained by a national standards writing organization. Such a move 
would be carried out in conjunction with DFO and Agriculture Canada who 
would similarly remove and relocate their standards to the same organization. 
This option would have to be considered through consultation with the other 
government departments. 


Other regulations require improvement or updating, often to permit a new 
and improved technology to be introduced, or simply to be more responsive 
to the needs of consumers. 


For example, regulations relating to pasteurization of milk or dairy products 
require modification. Owing to the precise definition of pasteurization, 
innovation by industry through the use of alternative technologies has been 
restricted. Consultation with stakeholders on amended definitions and 
verification of technologies will be essential. 


Food labeling is of critical significance to people with food allergies. Labeling 
constitutes the most important aid in enabling the consumer to avoid 
products likely to induce hyper-sensitivity reactions. As well, recognition that 
diet is important in reducing risk for chronic diseases such as heart disease and 
cancer, and in the management of others such as diabetes has placed 
increased emphasis on food labeling, both nutrient content and ingredients. 
The regulatory review recommends a number of changes in the ingredient 
area. (The review of nutrition labeling is a separate initiative. See 
“Introduction”.) 


Similarly, amendments are recommended to strengthen controls over 
imported foods, for example, the imports of low-acid foods packaged in 
hermetically sealed containers, as imported products currently receive less 
review than domestic products. The exact nature of these controls requires 
further deliberation and consultation. 


In addition, with respect to medical devices, it was recommended that pre- 
market approval should be required for all medical devices of a “critical 
nature”, as opposed to current regulations that require clearance only for 
those devices to be implanted for 30 days or more. This has been addressed in 
the Development Plan for an Improved Medical Services Regulatory Program. 
The Department has indicated that it is developing a revised approach based 
upon the principles of risk assessment and risk management. This approach 
will require the development of a risk classification system for medical devices. 
This method will classify medical devices based upon the degree of risk the 
device presents. Only those devices judged to be “high risk” will be subject to 
full pre-market approval. 


Finally, it has been concluded that new regulations are required in certain 
areas. 


For example, it is recommended that new regulations be added requiring 
food manufacturers to provide evidence to support the safety of the food 
packaging materials they are using. In addition, it is recommended that 
consideration be given to the development of specific regulations or 
guidelines to control the use of recycled materials in direct food contact 
operations. 


Recommendations Addressing Health & Safety * 
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Recommendations Addressing Health & Safety * (Continued) 


See the description of the detailed recommendations in Chapter 5. 


ie Each series of numbers identifies work done by specific review teams, e.g., Recommendations 2.1 and 
2.3 were put forward by Team 2. 
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(ii) 


FOCUS ON CONSUMER INFORMATION AND ECONOMIC FRAUD 


Objective 
A related focus of the review, which concerned CCAC in particular, involved 
the effectiveness of the regulations in providing useful information to 


consumers on product safety and composition and in preventing product 
misrepresentation. 


Background 

There are various issues associated with the provision of degrees of visibility of 
consumer information in the regulatory regime under the Food and Drugs Act. 
The most visible issues relate to food and drug labels, advertising, and claims.” 
Less visible is how we attempt to inform consumers on issues pertaining to 
foods, drugs, cosmetics, and medical devices and how we address consumer 
concerns with respect to the safety and efficacy of the various products they 
consume or use, 


The Food and Drugs Act is a consumer protection statute dealing with health 
and safety and economic fraud aspects of foods, drugs, cosmetics, and 
medical devices. Following the formation of CCAC in 1969, that Department 
was given responsibility for the promulgation and enforcement of the 
economic fraud provisions (labeling, advertising, pbackaging) of the Act and 
Regulations relating to food. HWC maintains responsibility for the 
development of food labeling regulations dealing with health and safety. 


With respect to drugs and medical devices, HWC has the primary 
responsibility for promulgation and enforcement of labeling, advertising, and 
packaging regulations. Where applicable, e.g., for herbal products, this 
activity is coordinated with CCAC."* 


Advertising of Schedule F (i.e., prescription) drugs is currently prohibited, and 
television and radio advertisements and testimonials for non-prescription drugs 
must be cleared in advance.” Similarly, no advertising or labeling is permitted 
for any food, drug, cosmetic, or medical device as a treatment for diseases 
referred to in Schedule A” of the Act. 


There are a number of related issues related to herbal and botanical preparations and homeopathic 
products that are dealt with in Issue #12 of this report. 


HPB and CCAC are currently negotiating an updated memorandum of understanding as a work- 
sharing agreement in the area of enforcement of health and safety labeling requirements. 


See the section on Pre-clearing of Electronic Advertising in Issue #13, “Other Issues Raised During the 
Review”. 


Section 3 of the Food and Drugs Act states that “no person shall advertise any food drug, cosmetic, or 
device to the general public as a treatment, preventative or cure for any of the diseases, disorders or 


abnormal physical states referred to in Schedule A.” 
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The role of CCAC in the labeling area is to contribute to the fair and efficient 
operation of the marketplace by protecting consumers against economic 
fraud and product misrepresentation and by assisting consumers in making 
informed product choices. 


Consumers have a considerable interest in food labeling. Following the trends 
of earlier studies, the 1992 GPMC survey, Grocery Attitudes of Canadians, 
identified the top four labeling priorities as freshness (“best before”), cost, 
preparation, and ingredients. About 40 percent of consumers thought that 
freshness dating and detailed information on labels regarding allergic 
reactions should get more attention by business and government. 


A recent study of consumer use and understanding of nutrition information on 
food package labels conducted by the National Institute of Nutrition 
indicated that most Canadians are concerned about food labeling; four out 
of five considered the list of ingredients important information in selecting 
foods. For those who did not use ingredient information, the key criticism was 
complexity and lack of clarity of the information presented.”' 


In recent years, the need for consumer protection information has increased 
as a result of many factors, including adverse food reactions and nutritional 
concerns. Consumers have been asked to take more responsibility for their 
own protection, and, to achieve this, adequate consumer information must 
be made available. 


Other Consumer Information 

There are limited resources allocated by CCAC and HPB for the specific 
purpose of actively informing Consumers on health and safety or fraud and 
misrepresentation issues. Through existing programs, information on specific 
issues is available by calling departmental communications or the 
appropriate program areas. From time to time, efforts are expended actively 
to bring to the attention of consumers specific health-related issues, e.g., the 
necessity of cooking hamburger to a minimum internal temperature to 
prevent the serious illness caused by pathogenic E-coli bacteria. 


Direction Received from the Review 

The majority of the official consumer representation and participation at the 
* regional consultation sessions was in the food labeling area, with some in 

medical devices and drugs. 


Consumer representatives identified food labeling as being a benefit as it 
enabled consumers to make better food choices in line with their needs and 
wants. The main issues emerging were the lack of ingredient information for 


2) 


The Food Directorate of HPB has recently issued a consumer education brochure on nutrition labeling 
entitled Using Food Labels to Choose Foods for Healthy Eating. 
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many foods, with a particular emphasis on the potential for adverse food 
reactions; the content and understandability of the ingredient list on foods; 
and the need for “best before” dating on more foods. 


In addition, with regard to the labeling of drug products, consumer 
representatives felt that there should be added to the regulations the 
requirement for the provision of a product’s pharmacological class (e.g., 
terms such as decongestant, antihistamine) to be placed in meaningful 
consumer terms on labels . This would allow comparison between different 
product brands. The need for adequate directions for the safe and effective 
use of nonprescription medications was also recognized. 


Industry representatives recognized the importance of consumer information 
and generally supported such current requirements as the ingredient listing on 
prepackaged foods. Greater flexibility in the location of information and 
deletion of outdated requirements were welcomed. However, concerns were 
expressed about increasing the amount of information on labels and the 
frequency of new regulations which necessitate label changes. For the 
latter,it was recommended that a single implementation date be established 
for a set of regulatory amendments within a given period”. Manufacturers 
also generally supported the declaration of allergens in ingredient listing for 
foods where a health and safety risk was demonstrated and the use of 
guidelines rather than regulations wherever possible. 


With respect to drug advertising, stakeholders generally recognized a 
distinction between advertising and the provision of information to medical 
professionals and consumers. There was strong support for consumers’ need 
for balanced information about the drugs they use, with many stakeholders 
feeling that the present approach interfered with the provision of information 
by overemphasizing control on claims. 


There was little support for lifting the current prohibition on the direct 
advertising of prescription drugs to consumers, as advertising was seen as the 
promotion for sale of a product, with little emphasis on the provision of 
balanced information. 


For non-prescription drugs, stakeholders were strongly in favour of the principle 
that any claims made should be supportable; however, there was some 
disagreement as to what constitutes “support”, particularly for homeopathic 
and herbal drugs. It was agreed that medical professionals were best 
qualified to provide balanced information to consumers. A suggested source 
of such information was the existing “Information to Patient” section of a 


product monograph. 


se This matter is discussed in Issue #1, “Responsiveness”. 
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There was support for reviewing Schedule A to the Act, to ensure that only 
conditions which truly required the intervention of a medical professional were 
included. A review of the Branch policy with respect to claims for drugs not 
targeted at justified Schedule A diseases was requested. 


Strategic Direction 

The consumer's right and need to know is a given. Accordingly, certain 
modifications to the regulations in all commodity areas are required to reflect 
current consumer interests and needs. It is recommended that CCAC and 
HPB, in concert with interested parties, examine ways to provide clear, 
meaningful, and adequate information to consumers Os well as flexibility to 
manufacturers. 


Recommendations Supporting Consumer Information 

During the review it was determined that there were areas where existing 
regulations should be retained. For example, in relation to food, there is an 
ongoing need to have a common name on food labels and to require a list of 
ingredients. 


It is also recommended that the current prohibition on the advertising of 
prescription drugs be maintained. 


It has also been determined that some regulations should be revoked as they 
no longer provide useful information to consumers, nor do they address 
product misrepresentation. Included are regulations that require a variety of 
miscellaneous mandatory information on food labels that is no longer 
meaningful in view of the requirements for extensive ingredient lists. 


Furthermore, with respect to non-prescription drug products, it has been 
suggested that the requirement for the statement “for therapeutic use only” 
be replaced by “Recommended Daily Intake” requirements, an approach 
similar to that used in the United States. 


Many other regulations were determined to require reassessment, updating, 
and improvement to respond to the needs of consumers, and also to 
determine their relevance in the 90s and their consistency with other 
regulatory requirements. For example, as mentioned in the section on health 
and safety, ingredient labeling of foods is of critical significance to those with 
food allergies or with special nutritional needs. As a result, a number of 
changes are being considered, for example: 


x to require ingredient content information on bulk displays of food, 
including pre-packaged, one-bite confections, and the examination 
of different vehicles for providing this information, such as on the bulk 
bin or display carton, a poster adjacent to the food, or printed 
material on the retail premises; 


a to provide ingredient lists for foods packaged at the retail level; 
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& to develop, based on the health and safety risk, a list of priority 
ingredients known to cause anaphylaxis or other severe allergy or 
adverse food reactions. 


Other regulations, including the requirements for durable life dates for foods, 
are to be reassessed to consider the revocation of certain exemptions and 
the extending of these requirements to other types of food where there is a 
health and safety concern, e.g., refrigerated low-acid foods packaged in 
hermetically sealed containers. 


In a similar vein, it is recommended that the policy regarding advertising and 
claims for drugs should be clarified to clearly differentiate between advertising 
and the provision of information to consumers. Also, the means by which 
health professionals could improve the provision of information about the safe 
use of drugs to consumers should be explored. One potential source of such 
information is the existing “Information to Patient” section of a product 
monograph. 


Consultation with stakeholders should be initiated to discuss this issue more 
fully. 


Alternatives to regulation are also being investigated. These include the 
feasibility of a legibility test to administer the requirements that information be 
clearly and prominently displayed and easily and readily discernible. 


In general, as is described in the section of this report on simplification, all the 
regulations, not just the labeling regulations, should be reviewed for 
inconsistencies, overlap, conflict, clarity, and understandability to ensure that 
there is no confusion as to their intent. 


It was also concluded that new regulations may be required. For example, 
new regulations were recommended to address such issues as the 
declaration of processing aids in foods. It was felt from a competitiveness 
standpoint that there was a need to define and categorize processing aids to 
distinguish them from food additives and a need to consider an exemption 
from declaration in the list of ingredients when they were not present in the 
final food. 
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Recommendations Addressing Consumer Information and Economic Fraud * 


See the description of the detailed recommendations in Chapter 5. 


** 


Each series of numbers identifies work done by specific review teams, e.g., Recommendations 3.1 and 
3.2 were put forward by Team 3. 
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(iii) FOCUS ON COMPETITIVENESS 


Objective 
In addition to the primary focus on health and safety objectives and 
consumer protection, the regulatory review had a secondary focus on ways 


of minimizing adverse impacts on, and where possible, enhancing, Canadian 
competitiveness. 


Background 

The Economic Council of Canada suggests that “competitiveness” has three 
components. efficiency, innovation, and adaptation®. An efficient economy 
is one that directs resources to where they are valued most. Innovation 
involves the search for better products, and better ways of producing existing 
products. Adaptation is the imitation of superior techniques; it means 
implementing in Canada the process improvements developed in other 
countries. 


Canada’s industrial competitiveness can be enhanced by reducing business 
costs, by promoting product quality, by facilitating technology diffusion, by 
lowering barriers to trade, and by opening up trading opportunities through 
participation in international standards writing. 


Regulation has an impact on competitiveness. Regulations that are difficult to 
understand, that are expensive to comply with, or that create barriers to 
market entry are detrimental to competitiveness. If regulations take resources 
away from activities such as innovation, investment, process and product 
upgrading, then it follows that industrial competitiveness will be stifled. 


There are, however, legitimate social concerns that lead to the need to 
regulate. One of these is the preservation of health and safety. Another is 
prevention of fraud. 


Direction Received from the Review | 

During the regulatory review, the food industry’s major concern was to 
maintain and improve competitiveness by responding to consumer 
preferences respecting price, quality, innovation, and consumer information. 
The relationship of regulations to competitiveness was most often seen as 
negative. Thus, competitiveness was mostly discussed in terms of regulatory 
burden. Industry representatives had concerns when regulation was believed 
to increase costs, to create an uneven playing field with respect to imports 
and between sectors domestically, and to prevent the flexibility ana 
innovation needed to respond to market demand. 


Regulating in the 90s, Competitiveness and the Design of Regulations, Treasury Board of Canada, 
October, 1992. 
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Responsiveness, simplification, and harmonization were singled out as 
competitiveness-enhancing. Each of these is discussed in turn later in this 
report. Listings of the specific recommendations addressing competitiveness 
can be found following the discussion of each of those issues. 


Strategic Direction 

The message received from the review, which will indicate the direction for 
future regulatory change, is that health and safety can go hand in hand with 
competitiveness. When the regulatory framework is sufficiently flexible so as 
not to unduly restrict the introduction of innovative technologies and more 
efficient methods, health and safety can be maintained and even improved. 


To this end, the recommendations in the review point to means of reducing 
regulatory delays to permit the entry of new products on the market, of 
assuring equal treatment between imported and domestic products, and of 
introducing the flexibility to permit consideration of new methods of ensuring 
product safety and adequate label information. 
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PART 2 MAJOR ISSUES 


ISSUE #1 - RESPONSIVENESS 


Objective 
To find ways of making the regulations and regulatory practice more 
responsive to the needs of interested parties. 


Background 

There are a number of relevant issues in the area of responsiveness: reducing 
regulatory lag, meeting the changing needs of consumers, and lessening the 
burden of regulatory initiatives. The first, regulatory lag, requires some 
background. 


There has been a particular concern with respect to the time required to 
process regulatory amendments dealing with food additives and maximum 
residue levels for agricultural chemicals, which constitute 70 to 80 percent of 
the amendments made to the Food and Drugs Regulations. Processing time 
for a regulatory amendment following scientific evaluation generally takes 20 
weeks, but can take as long as two years. 


These regulations are based on the concept of positively listing either edible 
substances (food additives, vitamins, minerals, and amino acids) or maximum 
residue levels (tolerances) for foxic substances. As a condition of sale, a 
regulatory pre-market clearance is required so safety can be assessed before 
the food containing a food additive or nutrient or residue of an agricultural 
chemical may appear on the market. 


Although the principle of pre-market control is sound, the practice tends to 
result in some inflexibility. Some products of low risk must go through the same 
lengthy review process as potentially high-risk products. 


HPB field staff have expressed concern with the requirement to ensure 
compliance with regulations that they knew were being changed. As well, the 
private sector has frequently expressed concern about these delays, and 
numerous petitioners have stated that the delays were prejudicial to their 
competitive position. 


In the United States, similar pre-market clearance procedures are used. 
However, the existence of a list dealing with substances that are “Generally 
Recognized as Safe” (GRAS) and “Prior Sanctioned” substances by the Food 
and Drug Administration (FDA) reduces the obligation on petitioners to 
request regulatory amendment for these classes of substances. Both GRAS 
and Prior-Sanctioned substances are not considered as food additives and as 
such may be used as “safe and suitable ingredients” in a wide range of 
products without seeking pre-market approval. 
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Direction Received from the Review 

Although the adoption in Canada of a GRAS list may be difficult because the 
definitions and structure of the Food and Drugs Act and Regulations are 
considerably different from the American Food, Drug and Cosmetic Act, there 
are a number of possible approaches that could be taken to speed up the 
regulatory approval process. 


There are measures that could likely reduce the processing time for proposals 
for new applications of currently regulated food additives. First, there is 
potential for the introduction of a GRAS-type list of currently regulated food 
additives having an unlimited Acceptable Daily Intake (ADI). Second, the use 
of food class names rather than specific food commodities to designate the 
areas of use for currently listed food additives would also eliminate the need 
for many food additive submissions. 


For substances not currently listed as food additives in the regulations, the 
concept of developing a differential approach (referred to throughout the 
review as a Fast Track Evaluation”) fo expedite pre-market clearance may 
provide a non-regulatory solution to a problem of long duration. The test for 
deciding whether the differential approach should be used should consider 
such criteria as: current acceptance, ADI , experience in other countries, 
potential for fraud or deception. 


A guideline could be drafted so that petitioners could determine whether 
their proposals would meet these criteria. 


As well, the use of an amended Temporary Marketing Authorization (TMA) 
regulation could be invoked as a mechanism to provide for the use of an 
agricultural chemical, food additive, vitamin, or mineral nutrient, and for its 
labeling, before the actual promulgation of the regulatory amendment. In 
summary, the use of the proposed differential approach combined with the 
bridging TMA mechanism should shrink time lines to the point where definitive 
dates of completion can be assured and would thus permit new product 
planning, marketing, and introduction in a much less soeculative manner. 


A second issue is to ensure the regulations are responsive to the changed 

. needs of today’s consumers and give industry the ability to produce the types 
of products that consumers want, while at the same time maintaining alll 
health and safety aspects. For example, the regulations related to bottled 
water have been examined to determine their applicability to an industry that 
has grown rapidly in recent years. As well, regulations that require that 
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Interested parties used the term “fast-track evaluation (FTE)”. The Regulatory Review Advisory 
Committee was concemed that the use of this term could imply that only a superficial review would 
be applied, and agreed with the use of the term “differential approach”. 
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certain foods (“carbohydrate-reduced’, “sugar-free”, “calorie-reduced”, 
“low calorie” and “low sodium”) be represented (in labeling and advertising) 
for special dietary use needed to be examined for their continuing relevance 
to today’s consumer needs. 


Third, it is important that the costs associated with regulatory actions in total 
be taken into account in regulatory practice. Industry has often commented 
on the need for comprehensive approaches to the imposition of regulations 
so that the cumulative effects of concurrent initiatives are taken into 
consideration. This issue came up in the area of labeling where the concern 
was the considerable cost of repeated label changes with inadequate time 
to phase them in. 


The costs of introducing a new regulation on food labeling include 
administration, artwork and printing costs, and package inventory losses. 
since many labels are routinely undergoing change, costs will vary depending 
on the amount of time allowed for compliance with any new or revised 
regulation. For example, in the U.S.A., when the new regulations under the 
Nutrition Labeling and Education Act (NLEA) were proposed, it was estimated 
that the costs would be reduced from $1.5 billion to $.7 billion (or by more 
than 50 percent) if fhe compliance period for nutrition labeling were 
extended from six months to 18 months. 


Strategic Direction 
It is recommended that the regulatory framework be structured to be more 
responsive to the needs of stakeholders. 


Recommendations Supporting Responsiveness 

It is recommended that HPB and CCAC, in partnership with stakeholders, 
examine ways of reducing regulatory lag. The use of such mechanisms as are 
described above, viz., the creation of a GRAS-type list; the regulation of the 
allowable use of food additives by class; the so-called differential approach; 
and amended Temporary Marketing Authorizations will be considered. 


In keeping with the demands of today’s consumer and the needs of the food 
industry, it is recommended that new regulations be established pertaining to 
bottled water, which will address composition, labeling, chemical quality, and 
tolerances for chemical contaminants for mineral water, spring water and 
other bottled water.® 


New regulations have been developed and are To be “pre-published” in the Canada Gazette Part |. 
The objective of the proposed regulations is to protect the public health from any adverse effects from 
unacceptable levels of chemical contaminants in bottled water. The regulations would be consistent 
with the Guidelines for Canadian Drinking Water Quality and international regulations in terms of 
composition, chemical quality, and tolerances for chemical contaminants of mineral water, spring 
water, and other bottled waters. Microbiological criteria for bottled water are part of the new 


regulations. 
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Furthermore, recommendations for new regulations have also been made to 
remove specific foods (“carbohydrate-reduced”, “sugar-free”, “calorie- 
reduced”, “low calorie” and “low sodium”) from the classification of foods for 
special dietary use and to permit the use of these terms on any food meeting 
the requisite criteria. In addition, recommendations have been made to 
update the nutritional requirements for foods sold for use in weight reduction 
(i.e., meal replacements) in keeping with the 1990 Nutrition 
Recommendations”. 


In addition, a recommendation has been put forward to introduce a 
category of infant formula for special dietary use. These regulations would 
permit the sale of formulas that meet the special needs of infants who have 
disease conditions or who were born pre-term. 


As well, the introduction of a category of “nutritionally balanced” food 
supplements, for consumption by healthy people, that could be advertised to 
the public has been recommended as an off-shoot of the formulated liquid 
diet category. 


With regard to food additives, recommendations have been made to control 
administratively the use of certain enzymes which are not found in the final 
food product. This should also soeed up the approval of such enzymes. 


In the labeling area, it is recommended that, to the extent possible, regulatory 
amendments to labeling requirements be grouped under a single 
implementation date. The feasibility of the following will be considered: 


u providing an implementation date for all labeling regulations to be 
scheduled on a periodic basis such as every one and a half to two 
years; 

a developing a requirement for periodic review or automatic termination 


of regulations after a specified time (sunsetting). It is recognized that, 
although periodic review of regulations is desirable, the automatic 
termination of any requirements, particularly any related to public 
health and safety, may often be inappropriate. 


Nutrition Recommendations - Report of Scientific Review Committee, 1990, Health and Welfare 
Canada, 
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Recommendations Addressing Responsiveness * 


Numbers** 


3.29 
3.30 
3.31 
3.34 
4. 
4.2 
4.3 
44 
45 
4.6 
47 
4.8 
4.12 
4.13 
4.14 
4.15 
4.18 
4.2) 
4.22 
4,23(a) 
~ 4.23(b) 
4.24 
4.25 
4,26 
4.29 
5.3 
5.4 
5.6 
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Recommendations Addressing Responsiveness * (Continued) 


See the description of the detailed recommendations in Chapter 5. 


u* 


Each series of numbers identifies work done by specific review teams, e.g., Recommendations 3.4 and 
3.6 were put forward by Team 3. 
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ISSUE #2 - OVERLAP AND DUPLICATION 


Objective 


To examine the potential for elimination of unnecessary duplication of 
regulations or their administration, 


Background 


Food 

As mentioned earlier in this report, food control programs and regulations exist 
at both the federal and provincial levels with a different focus on food by the 
various agencies involved. 


As both levels of government engage in food control activities, overlap does 
appear to exist in the area of food inspection to a greater or lesser extent. 
However, with few exceptions, the regulations being administered are 
different. Provincial health agencies address themselves to such factors as 
health status of employees, personal hygiene practices, building and 
structural requirements for food handling, including sanitary facilities and other 
factors, all of which combined are elements in reducing the possibility of 
disease transfer via food. 


Regulations pursuant to the Food and Drugs Act have a product orientation 
and contain certain mandatory criteria dealing with product safety and 
integrity. The inspection activities of HPB include many of the same factors as 
are examined by provincial authorities, but go further in that they examine the 
actual processes by which products are manufactured so that the processes 
do not contribute to conditions which jeopardize product safety or integrity. 


Food Labeling/Fraud 

CCAC administers the Consumer Packaging and Labeling Act and, in the 
food area, jointly administers with HPB the Food and Drugs Act and 
Regulations with responsibility for the fraud aspects, including labeling, 
packaging, advertising, and claims at all trade levels. CCAC is also 
responsible for the enforcement at the retail level of labeling requirements 
under the Canada Agricultural Products Act (CAP Act) and the Fish 
Inspection Act. 


The labeling requirements of the Food and Drugs Regulations have been 
referenced in regulations under the CAP Act and the Meat Inspection Act 
dealing with prepackaged agricultural products. The enforcement of the 
Food and Drug labeling requirements in registered plants is carried out on 
behalf of CCAC by Agriculture and DFO personnel. 


Direction Received from the Review 

Stakeholders repeatedly mentioned their concern with the regulatory burden 
placed on industry. The reasons for this concern varied from duplication in the 
various regulations, different interpretations of regulations by different 
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inspection agencies, multiple inspections by different agencies, and the 
inability to receive a complete answer to any question without being sent to 
visit two, three, or four agencies. 


During the stakeholders meetings several proposals to reduce the regulatory 
burden were put forward by industry participants. Several called for the 
establishment of a single food agency.” Others suggested one Act for health- 
related regulations, a second for compositional standards, and a third for 
labeling requirements. Others suggested a “one-stop shopping” approach 
where all requests would be funnelled through one inspector. It is worth noting 
that many of the same ideas were suggested by Agriculture Canada in their 
review. 


Strategic Direction 

It is recommended that HPB and CCAC pursue opportunities for reducing or 
eliminating duplication while ensuring a high level of consumer health, safety, 
and economic fraud protection. There must be no diminution in the quality of 
the regulatory action being performed. Through the development, among 
other things, of common inspection standards, federal and provincial food 
agencies have already begun to address many of these issues. These 
initiatives have received strong support from stakeholders. Further consultation 
in the development of these initiatives is recommended in order to reduce the 
regulatory burden on Canadian industry. 


Regulations Supporting Elimination of Duplication 
A number of recommendations were put forward to reduce regulatory 
duplication. 


S With respect to food identity and composition standards, two options 
are put forward. Through option 1, it is recommended to retain those 
standards in the Food and Drugs Regulations that are not duplicated 
elsewhere and delete those that also appear in other statutes (the 
CAP Act, the Meat Inspection Act, the Fish Inspection Act * ). 


Option 2 goes beyond Option 1 in that it recommends that all 
standards of identity and composition for foods be relocated from the 
Food and Drugs Regulations to a compendium developed and 
maintained by a national standards writing organization. Such a move 
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The Regulatory Review Advisory Committee was of the view that there was a continuing need for a 
strong health jurisdiction in Canada, that there was no need to create another bureaucracy for food 
regulation, and that health and safety concerns were paramount over those of fisheries and 
agriculture. 


It must be noted that these three Acts apply only to those segments of the agriculture and fish 
industries registered with Agriculture or DFO as the case may be. Thus, standards that only appear in 
these three statutes would not apply to non-registered entities, a situation that would lead to 
inequitable treatment of registered and non-registered establishments. 
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would be carried out in conjunction with DFO and Agriculture Canada 
who would similarly remove and relocate their standards to the same 
organization. This option would have to be considered through 
consultation with the other government departments. 


With respect to labeling, the issue of the use of modifiers of the 
common names of standardized foods, e.g., the use of the word 
“light” to identify certain products, needs to be resolved with a view to 
harmonizing among the various federal departments and/or the 
United States in order to provide more meaningful information to 
consumers and to achieve uniformity. 


With respect to the imposition of fees, it is recommended that any fine 
and fee structures to be established should be done in harmony with 
other federal departments and the provinces. 


In the microbiological area, it is recommended that the regulations 
prohibiting the sale and the purchase of milk for manufacture if it 
contains more than 2 x 10° total aerobic bacteria per ml should be 
deleted. Since this is a farm standard, it would be better handled by 
Agriculture Canada or by provincial regulation. 


Furthermore, it is recommended that the regulations stipulating 
storage conditions for barbecued, roasted or broiled meat and poultry 
products that are ready for consumption, should be transferred to the 
Provinces because enforcement is required at the retail level. 


In addition, the regulations setting limits for mould filaments in tomato 
products should be deleted as they duplicate regulations under the 
CAP Act. Agriculture Canada should be requested to harmonize their 
regulations with United States requirements. 
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Recommendations Addressing Overlap and Duplication * 


3.18 
~4.11(Q) 
~A11(b) 


— 

Sor 

Ne 
7.4(a) 


See the description of the detailed recommendations in Chapter 9. 


a Each series of numbers identifies work done by specific review teams, e.g., Recommendations 5.9 and 
5.10 were put forward by Team 5. 
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ISSUE # 3 - SIMPLIFICATION 


Objective 


To examine means of simplifying the regulations to make them more user- 
friendly and less ambiguous. 


Background 

An act and its regulations often become disjointed and repetitious as 
legitimate concerns are dealt with one at a time over a period of years. For 
example, in the Food and Drugs Regulations there are separate provisions for 
regular and herbal tea, and for bottled water and flavoured beverages. In 
both these instances, the same product classes have different provisions. 
Consistency throughout product classes would simplify and clarify the use of 
these regulations, whether by HPB staff, consumers, or industry. 


Direction Received from the Review 


CLARITY AND AMBIGUITY 

The regulatory review has identified a number of areas where consolidation 
would make the Food and Drugs Act and Regulations simpler and clearer. It 
has been suggested that regulations dealing with canned food, adulteration, 
food additives, vitamin addition, and limits of contaminants be brought 
together in one section for each, rather than being scattered throughout the 
Regulations. Moreover, a listing of official methods, herbal products, and 
similar items that are subject to frequent change could be placed outside the 
Regulations, but be referenced in them. The concept of a compendium has 
been referred to in this instance. Similar approaches would be suitable for the 
drug regulations. 


There also appears to be a general consensus that revisions are required to 
make the Regulations simpler and easier to understand, The majority opinion 
further supported the need to define more precisely various terms (e.g., 
adulteration and maximum residue limit) used in the Act and Regulations and 
to reorganize the Regulations so that anyone seeking information on 
regulations pertaining to any particular subject area could easily find them in 
one location. 


Similarly, the powers of enforcement are scattered throughout the 
Regulations, and there are inconsistencies. For example, although they all aim 
at safeguarding the public against harmful products and basically operate in 
the same fashion, the “stop sale” provisions (including the suspensions of 
licenses whenever applicable) are not uniform throughout the Regulations; 
this cannot always be explained by special considerations for a given 
commodity. As much as possible, enforcement mechanisms should be 
regrouped in one part of the Regulations and be applicable to food, drugs, 
medical devices and cosmetics. 
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Similarly too, labeling requirements are scattered throughout the Regulations. 
They should be reviewed for inconsistencies and overlap or conflict with other 
legislation (e.g., environmental legislation) and rewritten to provide clear 
guidance. 


USE OF TABLES AS A MECHANISM TO DISPLAY HEALTH-RELATED CONCERNS 
The current structure of the food regulations, in most cases, lists regulatory 
provisions according to the food or commodity class to which the regulation 
applies. In the interest of making the regulations more user friendly, it would be 
possible to group common requirements respecting food safety into tables 
under common headings. 


For example, the following tables could be created: 


= Prohibition Against the Presence of Bacteria of the Genus Salmonella; 
a Permissible Levels for the Presence of Specified Micro-organisms; 

De Specified Storage or Processing Requirements; 
@ Adulterants or Adulterating Substances. 


Moreover, there is a good case to be made for restructuring the Food Additive 
Tables so that a particular substance would appear in one table regardless of 
functional purpose. This would be a significant improvement particularly from 
the viewpoint of the client group that must use the tables to ensure 
compliance with the regulations. 


Stakeholders are in agreement that the use of tables would make the Food 
and Drugs Regulations more “user friendly” and are in accord that these 
changes should be made. 


INDEXES AND ELECTRONIC FEATURES 

A particular issue identified as affecting the user-friendliness of the regulations 
was the difficulty caused by the constant cross-references. A key need is a 
useful index, or at least some better way of finding information. It was noted 
that reorganization may not be necessary if all references to a subject could 
be found. 


Electronic access via a computer bulletin board system (BBS) to the 
Regulations, policies, guidelines, etc. was strongly supported.” A local 
telephone number was requested to reduce costs. 


A diskette or CD-ROM version of the Regulations was seen as a possible 
supplement to, but not a substitute for, BBS access. 


29 


Electronic access to the Food and Drugs Act and Regulations is currently available on a cost recovery 
basis. 
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THE USE OF A CENTRAL COMPENDIUM AS THE REFERENCE SOURCE 

FOR FOOD IDENTITY AND COMPOSITIONAL STANDARDS 

Standards of identity and composition have been part of the Food and Drugs 
Regulations since the inception of the original statute. The primary purpose of 
standards is to promote honesty in the marketplace by providing an identity 
for products trading under established names. 


Because the standards have regulatory status, stakeholders have noted that it 
is cumbersome to amend a standard because of the consultative process 
required and the difficulty in gaining consensus among the various 
stakeholders. This being the case, the standards are relatively inflexible and 
often do not reflect advances in technology. This has recently been 
demonstrated in attempting to make a relatively simply amendment to the 
margarine standard. 


In many respects, stakeholders appear to be indifferent about the existence 
and maintenance of food standards in the Food and Drugs Regulations. In 
the areas of fish products, meat products, dairy products, and processed fruits 
and vegetables, similar standards exist in specialized commodity regulations 
(Meat Inspection Regulations, Fish Inspection Regulations, Processed Product 
Regulations) which tend to serve the needs of those industries directly. This 
does, however, create a certain amount of confusion, particularly when the 
standards are not identical in the two sets of regulations. 


Although Canada has been a member of the Codex Alimentarius 
Commission for many years, the rate of adoption of Codex commodity 
standards without any specified deviations has been relatively low. However, 
the rate of acceptance is generally comparable with that of other developed 
jurisdictions. 


It has been suggested that the food identity and compositional standards 
found in all federal regulations could be eliminated and placed in a 
compendium that would be entrusted to the Standards Council of Canada. 
The standards would become part of Canada’s National Standards System 
and would be developed and amended by consensus committees. If any of 
the regulatory agencies wanted to incorporate a particular standard into a 
regulation, this could be easily done by referencing.” 


The use of a central compendium should eliminate regulatory duplication and 
prevent differences in compositional standards in different sets of regulations. 


9 Where standards are referenced in legislation or regulations, compliance remains the responsibility of 
the agency enforcing the legislation or of those invoking standards through contracts, and not of the 
Standards Writing Organization or any part of the National Standards System. 
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In addition, it might expedite and facilitate change in order to keep up with 
changing technology. *' 


This proposal would also make it much easier to adopt a Codex standard as a 
National Standard of Canada and, where applicable, these international 
standards could be adopted into regulations by reference. 


Strategic Direction 

The Regulations should be clearer, less ambiguous, and more user-friendly. In 

consultation with interested parties, it is recommended that consideration be 
given to implementing the above-noted suggestions in order to consolidate, 

rationalize, restructure, and modernize the regulations. 


With specific reference to compendia, it is recommended that the 
Department investigate the feasibility of a central compendium of food 
identity and compositional standards developed and maintained by a 
national standards writing organization. This approach will require active 
negotiation with the national standards writing organization and agreement 
from the food regulatory departments to entrust all food standards to a 
neutral third party. 


One concern expressed during discussion of this item in the external consultations was about who pays 
the standards organization to create standards for general benefit of consumers. Would it be possible 
for certain vested interest groups to create trade barriers or serve self-serving objectives through such 
an organization? 
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Recommendations Addressing Simplification * 
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. See the description of the detailed recommendations in Chapter 5. 


us Each series of numbers identifies work done by specific review teams, e.g., Recommendations 1.8 and 
1.9 were put forward by Team 1. 
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ISSUE #4 - HARMONIZATION 


Objective | | . 
To examine potential means and benefits of harmonization with Canada's 
major trading partners while not compromising standards of health and safety. 


Background 

Harmonization with other countries includes, among other things, the 
willingness to accept common test protocols, formats for submission of test 
data, mutual recognition of test data, and mutual recognition of another 
nation’s or regulating body’s regulatory decisions.” The degree of 
harmonization must be balanced with such factors as national sovereignty, 
social goals, and risk management. 


Harmonization is seen as a means of reducing barriers and facilitating the 
export and import of products. In general, a lack of regulatory harmonization 
results in higher costs to industry and to confusion and market uncertainty.” 
Lack of harmonization between regulating organizations leads to duplication, 
inconsistent application of regulation, and increased regulatory burden. 


The Health Protection Branch participates in numerous harmonization efforts in 
areas such as Good Manufacturing Practice (GMP) standards for drugs, 
adoption of the ISO 9001 standard as the basis for GMP’s for medical devices, 
exchange of evaluation reports on pharmaceutical products, and 
participation in the development of Codex Alimentarius standards. 


Drug GMPs and guidance documents have been in place in Canada for over 
30 years “. Over the past 20 years, Canada has developed bilateral 
agreements with foreign governments where GMP standards are also in place 
(Australia, France, the United Kingdom, Sweden, Switzerland and the U.S.) A 
major criteria for developing such agreements was the uniformity or 
equivalence of GMP standards. Over 80 percent of all foreign manufacturers 
who export to Canada are located within these six countries. Current drug 
GMP’s go well beyond the ISO standard. 


Harmonized standards, as defined in the joint ISO/EIC guide on General Terms and their Definitions 
Concerning Standardization and Related Activities (ISO/EIC Guide 2), are “Standards on the same 
subject approved by different standardizing bodies, that establish interchangeability of products, 
processes and services, or mutual understanding of test results or information provided according to 
these standards.” 


Interestingly, Review Team 3, in discussing food labeling, suggested that, with regard to international 
trade, harmonization of food labeling with major trading partners and/or international standards may 
not be an important factor in enhancing the competitiveness of Canadian exporters. This group 
supported the principle of a made-in-Canada label. 


CGSB Standard 74-GP-1, “Standard for Drug Manufacturers, Distributors and Agents”. 
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The current trend is to maintain GMP standards that are universally accepted 
by industry, regulatory agencies, and consumer groups. For example, the 
European Community (EC) on January 1, 1992 adopted an updated set of 
GMP guidelines. The Pharmaceutical Inspection Convention (PIC), a multi- 
lateral agreement involving over 15 countries, followed suit and adopted the 
EC GMP guidelines as their own. Further, the World Health Organization (WHO) 
has adopted a new set of GMP guidelines which are largely based on the EC 
standard. Japan has indicated that it will adopt the WHO standard. It is 
apparent that international harmonization is occurring in the drug area. 


It should be noted that the United States decided to retain its existing GMPs. 
This illustrates a significant obstacle to the solution of regulatory problems 
through harmonization, viz., that major trading partners may not always be 
willing to move towards international standards. 


An additional obstacle that surfaced during the regulatory review was the 
question of with whom does a country harmonize. Although there are top- 
down influences such as GATT, FTA, and NAFTA, less formal opportunities for 
harmonization on a voluntary/regulatory scientific basis are presented by such 
organizations as the ISO and Codex Alimentarius. Perhaps the greatest threat 
to the use of harmonization is the attempt to harmonize with multiple 
jurisdictions and draw together the best from all. Although this may appear to 
be a laudable goal, the resulting regulatory approach would not be 
harmonized with any one. 


An often suggested solution fo this dilemma with respect to harmonization is 
the concept of “equivalence”. Under this concept, countries would accept 
regulations that are different, but which provide essentially identical 
regulatory protection in the subject area. 


Direction Received from the Review 

The issue of harmonization with Canada’s major trading partners was often 
raised in the consultation sessions irrespective of the specific subject area 
under discussion. In many areas, labeling being one exception, there were 
many who believed that whenever possible, and without lowering health and 
safety standards, the Health Protection Branch and CCAC should strive 
toward harmonization of the Food and Drugs Regulations with regulations 
promulgated in the United States and other countries. 


In the area of labeling®, consultations with stakeholders would suggest that, in 
general, with regard to international trade, harmonization of food labeling 


In the area of labeling, work towards harmonization with American labeling requirements is currently 
being carried out by the Working Group on Packaging and Labeling under the Canada-uU.S. Free 
Trade Agreement. The group operates on the oremise that harmonization should be pursued wherever 
consensus exists among Canadian stakeholders. 
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with American or international standards may not be an important factor in 
enhancing the competitiveness of Canadian exporters, except in the case of 
smaller manufacturers or where labeling requirements impact on product 
formulations. 


Strategic Direction 

It is recommended that participation continue in harmonization efforts with 
Canada’s major trading partners, with the underlying premise that existing 
health and safety standards will not be compromised. 


Generally speaking, internationally harmonized quality management systems 
would make it easier for Canadian manufacturers to export products and 
would at the same time reduce disparities between imported and domestic 
regulatory enforcement. Consumers as well as government and industry 
would greatly benefit from a uniform regulatory system. Such benefits range 
from a more efficient enforcement approach to closing our market to 
products of lower quality. 


In-depth stakeholder consultation should take place on alll issues related to 
harmonization before any concrete regulatory changes are made. 


Recommendations Addressing Harmonization * 


see the description of the detailed recommendations in Chapter 5. 


#* 


Each series of numbers identifies work done by specific review teams, e€.g., Recommendations 1.1 and 
1,2 were put forward by Team 1]. 
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ISSUE #5 - USE OF THIRD PARTY CERTIFICATION OF STANDARDS 


Objective 
To examine potentially more efficient and cost-effective methods of 
compliance with health and safety activities. 


Background 

Regulatory agencies are shifting the emphasis from prescriptive regulations 
(command-and-control approach) to performance-based standards (market 
incentives approach), i.e., to “steering” instead of “rowing”. Voluntary 
Programs involving self-regulation, certification by external organizations (e.g., 
ISO 9000) and internationally based standards (e.g., Codex Alimentarius) are 
becoming more prevalent. There is a move towards compliance strategies 
which focus more on auditing of critical points in the manufacture of goods 
(e.g., Hazard Analysis Critical Control Point (HACCP), than on direct product or 
plant inspection, an approach which is consistent with the increasing 
adoption of Total Quality Management by industry. 


Where standards are referenced in legislation or regulations, compliance 
remains the responsibility of the agency enforcing the legislation or of those 
invoking standards through contracts, and not of the Standards Writing 
Organization or any part of the NSS. 


Also, referencing national standards developed by standards-writing 
organizations can greatly simplify the amendment of regulation. Reference to 
a standard can be open, dated, written into the regulation, or written into the 
Gok 


Direction Received from the Review 

A great deal of discussion took place during the review about the ISO 9000 
series. ISO 9000 may be looked upon as a set of general quality system 
requirements applicable across all industries, technologies, and services. In 
theory, becoming registered as meeting one of the ISO 9000 series quality 
standards requires firms to have in place a system to ensure relevant 
regulatory requirements are met. ISO 9002 is the relevant standard for 
companies making food, drug, and cosmetic products, while ISO 9001 is 
appropriate if product design and servicing are conducted; it is proposed for 
medical devices. 


A third party (in Canada an organization accredited by the Standards 
Council of Canada to perform ISO 9000 registrations such as the Canadian 
General Standards Board) audits the documentation and performance of this 
internal control system. This could lead to increased opportunity for voluntary 
compliance through certification. 


Some stakeholders stated that adoption of a quality management system 


such as ISO 9000, if it places mandatory requirements on industry, may impose 
higher costs upon the industries not desiring to export from Canada. 
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Some industry representatives felt that HWC should focus on health and safety 
issues Not quality management systems per se. Quality management is the 
responsibility of industry; ISO covers much more than safety issues. 


Strategic Direction 

In consultation with stakeholders, and mindful of the need fo retain at least 
the same level of control over health and safety, it is recommended that the 
Department look at the applicability of replacing existing compliance 
mechanisms with methods of third-party certification of standards. This will 
permit a more effective use of regulatory resources, allowing HPB to focus on 
areas of non-compliance. 


Recommendations Supporting Use of Third Party Certification of Standards 
When legislated standards are deemed necessary, NHW should attempt to 
coordinate standard requirements and activities by more extensive use of 
reference to standards developed within the National Standards System (NSS). 
Such an examination should include a review of the suitability of available 
Canadian, international, and foreign standards. To the extent possible, 
required standards should be international standards. However, it must be 
demonstrated that adopting these standards is “optimal” for Canada, and 
that there is no lessening of our strict standards of health and safety. 


A policy could be developed and communicated stating that, if a regulated 
company was certified to show it was a total quality management company 
meeting ISO (or some other) quality management standards, inspection and 
monitoring by NHW officials would be decreased so long as the regulated 
company provided proof of periodic audits verifying that the quality system 
was in place and is operating. 


Recommendations Addressing Use of Third Party Certification of Standards * 


ill 


See the description of the detailed recommendations in Chapter 5. 


Each series of numbers identifies work done by specific review teams, e.g.., Recommendations 1.1 and 
1.2 were put forward by Team 1. 
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ISSUE #6 - IMPORTS 


Objective 


To ensure to the extent possible equal treatment between domestically 
produced products and imported products. 


Background 

An issue which was discussed in several subject areas and which was of 
concern to both Health and Welfare personnel and many stakeholders was 
HPB’s ability to manage imported products. 


In the area of drugs, as has been earlier described in the section on 
Harmonization, this problem has already been largely resolved. Canadian 
GMP regulations and guidance documents have been in place for over 30 
years. 


In the area of Medical Devices, the Food and Drugs Act does not provide 
authority to regulate the import of devices for use by the purchaser although 
such authority exists for certain imported drugs®. Thus the Medical Devices 
Regulations apply only to devices imported for sale in Canada. Asa result, 
devices sold outside Canada and subsequently imported for use by the 
purchaser may represent a health and safety risk. This loophole was noted by 
the Hearn Committee and is addressed in the Departmental Development 
Plan to Improve Medical Device Regulation. 


The concern for equitable treatment of domestic and imported products 
appears to be greatest with respect to foods. With very few exceptions, we 
do not have international agreements concerning inspection of food. As well, 
in contrast to drug imports, many food imports are from non-industrialized, 
developing countries. In numerous instances, imported foods are perceived 
as being of greater potential risk than domestic foods. 


This issue is difficult to totally separate from the issues of international 
harmonization and uniform enforcement of our regulations. While one of our 
objectives is to achieve uniform enforcement of our regulations to both 
domestic and imported product, domestic product is often subject to more 
stringent inspection. To ensure the safety of domestic products, we inspect or 
monitor production, storage and distribution, as well as the product itself. 
However, it is not currently within our mandate to conduct offshore 
inspections, so our assessment of imports is often limited to product 


Drugs listed in Schedule F (i.e., prescription drugs) of the Food and Drugs Act. 
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inspection” There was wide agreement that the same level of enforcement is 
very difficult to achieve using only product inspection. 


As international harmonization and standardization is achieved in different 
areas — a strong recommendation resulting from this review in almost every 
area — these difficulties will be minimized. 


Direction Received from the Review 
There are two approaches to overcoming the problems concerning control of 
imported foods. 


We could require evidence of an acceptable quality management system in 
the jurisdiction exporting the product to Canada. The newly formed Codex 
Committee on Food Import and Export Inspection and Certification Systems 
could provide significant guidance and recommendations in this area. In the 
absence of such evidence, it is felt that HPB requires more options to ensure 
equivalent compliance actions with respect to imported and domestic 
foods. 


Consideration should be given fo registration or licensing of importers, an 
activity for which a fee structure could be established. Mandatory notification 
of import shipments and compiling a listing of exporters subject to automatic 
detention should be considered”. As well, the legal possibility of promulgating 
a “right of refusal” regulation should be considered. In all of these respects, 
HWC should, in consultation with interested parties, conduct a review of the 
import procedures of other significant jurisdictions. 


In the area of medical devices, stakeholders felt that Section 14 of the 
Medical Devices Regulations should be amended to incorporate the notion 
of “use” into it, as follows: 


“No manufacturer of a device or person who has imported a device 
into Canada for sale (or use) shall sell (or use) the device...” 


As a result of complaints from the Canadian food industry and media attention, CCAC and Revenue 
Canada, Customs and Excise have jointly carried out a strategic program of inspection for imported 
products since 1989, to achieve a higher degree of compliance on imported products not subject to 
inspections at the manufacturing level. This has proven very effective in that significant volumes of 
imported products have been intercepted, labeling violations have been corrected, and there is an 
improved sensitivity to Canadian. 


Importers expressed the desire for the publication of the names of manufactures and suppliers whose 
products were found to be in violation so that alternate sources could be found. This would result in a 
degree of self-regulation, 
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Although this is similar to Hearn recommendation number four”, it is retained 
here as an alternative to the Hearn recommendation. 


Strategic Direction 

It is important that Canadians have the same degree of confidence about 
the safety of imported food, drugs, medical devices, and cosmetics as exists 
for domestic products. It is recommended that the Department take the 
necessary steps to adjust the regulatory framework so that, as much as 
possible, equal regulatory treatment applies to domestic and foreign 
products. In concert with stakeholders the above-mentioned and other 
alternatives will be considered. 


Recommendations Supporting Equal Regulatory Treatment 
In addition to what has been suggested above, some other specific 
recommendations were made in this area, as follows. 


B In regard to food irradiation, it is recommended that the existing 
regulations in Division 26 be retained. Nevertheless, consideration 
should be given to improving HPB’s ability to enforce the regulations 
particularly in relation to imported foods. 


a The requirements for low-acid foods packaged in hermetically sealed 
containers (LAFHSC) would benefit from the addition of tighter controls 
over imported products since imported producis currently receive less 
review than domestic products. The exact nature of these controls 
requires further deliberation and consultation. 


Recommendations Addressing Imports * 


X 


; See the description of the detailed recommendations in Chapter 5. 


oe Each series of numbers identifies work done by specific review teams, e.g., Recommendations 5.8 and 
5.11 were put forward by Team 5. 


The Committee recommended: “No. 4: the introduction of appropriate measures To control the 
importation of devices obtained directly from suppliers outside Canada.” 
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ISSUE #7 - COST RECOVERY AND COST-EFFECTIVENESS 


Objective | 
To examine potential areas of cost-recovery and increased cost-effectiveness 
in the HWC regulatory framework. 


Background 

The issue of cost-recovery of all or part of the regulatory programs of HPB has 
been studied extensively. In October 1991, the Interdepartmental Committee 
on Food Regulation concluded that food inspection activities are in general 
performed for the public good and therefore not cost-recoverable. Where a 
direct benefit to a client, other than the general public, could be established, 
cost recovery regimes have been put in place.” 


HPB is currently cost-recovering the dosimetry service and is exploring cost 
recovery for the review of drug submissions. Costs for electronic access to the 
Food and Drugs Act are also recovered. 


Where inspection or monitoring is conducted under provisions of criminal law, 
especially in the case of “Official Samples” and unsatisfactory findings, the 
situation is especially complicated. HPB has not yet attempted to recover 
costs in these types of activities. 


Direction Received from the Review 

There is a great deal of documentation available regarding stakeholder 
concerns for the cost recovery of drug submission review. Of prime concern is 
the fee structure and quality of service. Where turn-around times and other 
levels of service can be improved, there seemed to be a general consensus 
that cost recovery was workable. However, issues regarding organizational 
structure would need to be settled before the Department considered cost 
recovery. 


Stakeholders raised concerns that small operations may suffer negative 
impacts from cost recovery and that a barrier to market entry might be 
created. They also felt that cost recovery for compliance-action inspections 
was not wise. 


’ In the food area, there was little support for specific cost-recovery proposals 
such as charging fees for the evaluation of industry submissions on agricultural 
chemical, food additive, or food irradiation applications. It was felt that the 
review of a submission for inclusion of a positive listing of the use of a chemical 
in the food regulations, unlike review of drug submissions, does not only 


40 


It is government policy that costs for programs be recovered where a direct benefit is received by an 
identifiable client (group). Departments have been instructed to review existing programs with a view 
to cost recovery and to address cost recovery in all submissions to the Treasury Board. 
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benefit the company requesting approval. Once listed, anyone may use the 
ee within the uses prescribed in the regulation. Thus, cost recovery would 
e difficult. 


Also, Canadian competitiveness could be stifled if Canada were to cost 
recover and our trading partners did not have an equivalent cost-recovery 
scheme. In such a case, although the enforcement of domestic and imported 
products could be equivalent, the associated costs could be different, 
thereby providing an unfair advantage to one or the other. This situation could 
have ramifications for the U.S.-Canada Free Trade Agreement as well as for 
the North America Free Trade Agreement (NAFTA) and the General 
Agreement on Trade and Tariffs (GATT). 


Other federal, provincial, or municipal agencies may already be engaged in 
cost recovery or collection of fees. There is a potential for industry to be 
“double billed” for essentially the same service. There should be some degree 
of consistency and harmonization with other federal cost recovery or fee 
structures, 


Strategic Direction 

The Department will investigate the feasibility of establishing fee structures, 

in harmony with those of other federal departments and provincial agencies, 
for: 


8 registration or licensing of a firm meeting requirements satisfactory to 
the Minister; 
a approval of additives, agricultural chemicals, and other substances for 


which a review and setting of limits is required, recognizing the 
concerns of interested parties; 


| the issuance of export certificates; 


ca the certification and licensing of importers. This must be closely 
examined for compliance with international agreements such as GATT. 
Many of the issues are linked with competitiveness. 


There should be wide consultation with stakeholders on the most acceptable 
way of introducing fees. Small and large companies, consumer groups, and 
industry associations could be brought together as an advisory panel. If was 
also suggested that cost recovery may be possible for publishing Information 
Letters, e.g., IL’s could be available by category on a subscription basis, and 
for the dissemination of Regulations and Guidelines. 


In the area of labeling, label reviews are currently offered by Consumer and 
Corporate Affairs as a service to industry. An opportunity for cost recovery 
may exist in relation to label reviews in general and must be further 
investigated. 
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Recommendations Addressing Cost Recovery and Cost Effectiveness * 


See the description of the detailed recommendations in Chapter 5. 


Each series of numbers identifies work done by specific review teams, e.g., Recommendation 1.4 was 
put forward by Team 1. 


50 


ISSUE #8 - ENFORCEMENT 


Objective 

To Identify concerns about the administration of the Food and Drugs Act and 
Regulations and any issues that prevent their uniform enforcement and limit 
opportunities for voluntary compliance. 


Background 
The following principles were put forward to stakeholders to guide the 
regulatory review with respect to enforcement. 


a Strategic approach to enforcement: Enforcement must be considered 
as part of a broader strategic approach to developing compliance 
policies, with a view to finding an appropriate balance between 
promotion, monitoring and enforcement activities. To the extent 
possible voluntary compliance should be encouraged. This can be 
achieved or promoted by providing information, advice and guidance 
to the industry”', 


a Broad range of possible responses: The range of possible responses 
available to the regulating authority should be made as broad as 
possible so that the appropriate tool be used in any given situation. 
This is not to say that enforcement will become harsher. Quite to the 
contrary, the availability of a broader range of remedies would allow 
the regulator to use adequate means to address a problem (rather 
than overkill). 


P Consistency and simplification: Currently, the powers of enforcement 
are scattered throughout the Regulations, and there are 
inconsistencies. As much as possible, enforcement mechanisms should 
be regrouped in one part of the Regulations and be applicable to 
food, drugs, medical devices, and cosmetics. See “Simplification”.) 


| A clear enforcement policy should be developed and communicated 
to all stakeholders. 


Direction Received from the Review 
The review process raised a number of specific concerns relating to 
enforcement both from HPB staff and various stakeholder. Chief among these 


were: 


(1) authorities, powers, and delegation; 
(2) fines and penalties 
(3) the concept of “ticketing”, and 


“ Refer to the paper, Methods of Enforcement, Parts | and II of the Food and Drugs Act, by Stuart 
Archibald, HWC Legal Services, December 1991, 
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(4) the uniformity and consistency of enforcement among 
regulators 
(5) recalls versus corrections in medical devices 


Timeliness and communication of regulatory decisions and the need for an 
administrative disoute resolution mechanism were also raised in the context of 
enforcement; these are covered elsewhere in this report. 


(1) Delegation of Authority 

It is evident that, for the sake of regulatory and administrative efficiency, the 
question of appropriate delegation should be addressed (see Issue 9, 
Changes to the Act) 


(2) Increases in fines and penalties 

It is generally accepted that the fines and penalties under the Food and 
Drugs Act were no longer appropriate. The Food and Drugs Act should be 
amended to effect changes concerning increases in fines and penalties (see 
Issue 9, Changes to the Act ). 


(3) The concept of “ticketing” 

The concept of “ticketing” received general support from within the Health 
Protection Branch, but stakeholders were uniformly opposed to the concept. 
Most felt that it was philosophically opposite to the concept of “voluntary 
compliance” and that it would result in adversarial situations. There was 
concern that ticketing would eventually result in the focus of regulators 
becoming narrowed to small insignificant infractions as opposed fo those of 
greater health and safety concern. In addition, ensuring a reasonable degree 
of consistency across the country and between departments would be 
difficult. 


(4) The uniformity and consistency of enforcement across Canada 
Among the concerns raised, the most frequently mentioned was the lack of 
uniformity and consistency of enforcement by the various regulators across 
the country. This issue was raised particularly by representatives of the food 
industry. 


Other than the perceived overlap and duplication of regulations, few specific 
problems were identified. However, this matter touches on all the issues 
examined, and stakeholders were of the view that, if the issues raised in the 
review were resolved, it would be a step toward better uniformity and 
consistency of enforcement across Canada. 


(5) Recalls vs corrections in medical devices 

some stakeholders felt that, although the definition in the Regulations treats 
the two words as synonyms,’recalls” and “corrections” are not the same 
function. The stakeholders wanted “recall” to be limited to being the physical 
removal of a device from the marketplace whereas a “correction” was a field 
correction that “changed the fault in the device”. 


52 


Stakeholders observed that medical devices were different from food and 
drugs in that the device industry by its very nature makes greater use of the 
correction function than it does of the recall function. 


Strategic Direction 

It is recommended that a review of the questions of appropriate delegation, 
fines and penalties be pursued in line with the four principles enunciated 
above; that is, the finding of an appropriate balance between promotion, 
monitoring and enforcement activities; keeping the range of available 
responses as broad as possible; regrouping enforcement mechanisms 
applicable to food, drugs, cosmetics, and medical devices in one part of the 
Regulations; and developing and communicating to all stakeholders a clear 
enforcement policy. 


Based on the reasons given under 3 above, and the fact that the lack of a 
“ticketing scheme” has not been shown to affect the Branch’s ability to 
contain any problem or risk where government intervention is justified, this 
review does not support the implementation of ticketing as an enforcement 
technique. 


Recommendations Addressing Enforcement * 


e See the description of the detailed recommendations in Chapter 5. 


ae Eqch series of numbers identifies work done by specific review teams, e.g., Recommendation 1.6 was 
put forward by Team 1. 
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ISSUE #9 - CHANGES TO THE ACT 
General 


Objective 
To identify what changes, if any, are required to the statute itself to improve 
the regulatory framework. 


Background 

It was proposed during the review that the Act be “opened” to effect 
changes concerning increases in fines and penalties; to improve and 
move definitions in the Act to the Regulations; and to act on specific 
changes previously identified.” 


Direction Received from the Review 

Although certain adjustments may be required, there is no basic deficiency in 
the Food and Drugs Act with respect to authority to promulgate and enforce 
regulations concerning the appropriate safety and efficacy aspects of foods, 
drugs, cosmetics and medical devices or in regard to the prevention of 
economic fraud. 


However, there was general agreement among stakeholders that the Food 
and Drugs Act required updating, among other things, in the areas of fines, 
definitions, and structure. In the latter case, there was a concern that the 
division of the Act into food, drugs, devices, and cosmetics was not adequate 
to reasonably deal with such commodities as herbal and botanical products 
and vitamins. These are dealt with either as foods or drugs, but do not fit the 
regulatory regimes for these two categories. 


The regulatory burden placed on industry as a result of the overlap and 
duplication of regulations and their enforcement was a concern. Several 
stakeholders called for the establishment of a single food agency, or at the 
very least a single Act and regulations, encompassing the Food and Drugs 
Act, the Fish Inspection Act, the Hazardous Products Act, etc. . 


The Regulatory Review Advisory Committee was of the view that there was a 
continuing need for a strong health jurisdiction in Canada, that there was no 
need to create another bureaucracy for food regulation, and that health and 
safety concerns were paramount over those of fisheries and agriculture. 


As well, changes to the Act should be made so that fines and fee structures 
are established, in harmony with those of other federal departments and the 
provinces, for registration or licensing of a firm meeting requirements 


Consultant Report: The Necessity and Feasibility of Revising The Food and Drugs Act, R.O. Read, July 
1984, 
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satisfactory to the Minister, for approval of additives, agricultural chemicals, 
and other substances for which a review and setting of limits is required, for 
the issuance of export certificates, and for the certification and licensing of 
importers. This final matter must be closely examined for compliance with 
international agreements such as GATT. Many of the issues are linked with 
competitiveness and harmonization of regulatory, enforcement and legislative 
initiatives at national and international levels. 


AS well, the regulatory review process raised a number of areas where 
consolidation would make the Food and Drugs Act simpler and clearer. 


Strategic Direction 

It is recommended that, at the appropriate opportunity, the Food and Drugs 
Act be opened for review and amended to increase the limits on fines and 
penalties, to improve and move certain definitions to the regulations, and to 
effect certain changes previously identified. Many of these matters are also 
discussed elsewhere in this report. 


Delegation of Authority 


Objective 
To examine what changes, if any, are required to the Act and Regulations in 
the area of delegation of powers and authorities. 


Background 

Except for the authority given to the Governor in Council to make regulations 
and for the powers of enforcement given to the inspectors, the peace officers 
and the courts, all powers under the Food and Drugs Act rest with the Minister. 
No mention is made of the Assistant Deputy Minister, HPB (the “ADM"), 


The Minister of Consumer and Corporate Affairs has authority under the Act for 
the appointment of inspectors to enforce the Act pursuant to the Consumer 
and Corporate Affairs Act. 


In the Regulations, some powers are attributed to the Minister and some 
others to the ADM (called the Director). In some cases, there is a lack of 
consistency in this regard. For example, it is the Minister who issues notices of 
compliance for new drugs, while it is the ADM who does so for new medical 
devices. 


Direction Received from the Review 

As a result of developments in the law in recent years, statutory powers can 
more easily be delegated within a department. This is so no matter whether 
the authority belongs to the Minister or the ADM. 


Although strictly speaking the question of delegation is not a regulatory issue, 


delegation can have a major impact on regulatory practice - for example, in 
the time it takes to obtain certain approvals - and, therefore, indirectly affects 
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the safety of the public and the competitiveness of the industry. 


The fundamental question raised is whether the Minister should retain 
complete authority over all regulatory powers, or whether some statutory 
authority should be delegated to recognize the distinction between decisions 
of a political nature and those of a technical nature. 


Strategic Direction 

Delegation has an impact of the efficiency and responsiveness of the Health 
Protection Branch and a corresponding effect on the competitiveness of 
industry. Technical decisions should rest with public servants at an appropriate 
level of responsibility. 


Delegation of authority is the subject of an internal review. The findings from 
this regulatory review will be made available to that review. 


Recommendations Addressing Changes to the Act * 


See the description of the detailed recommendations in Chapter 5. 


Each series of numbers identifies work done by specific review teams, e.g., Recommendation 1.3 was 
put forward by Team 1. 
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ISSUE #10 - ADMINISTRATIVE DISPUTE RESOLUTION MECHANISM 


Objective 
To examine existing mechanisms for appealing decisions by HPB inspectors. 


Background 


The existing appeal mechanism involves dealing with progressively more senior 
regional personnel and ultimately with the Assistant Deputy Minister, HPB. 


Direction from the Review 

some external stakeholders suggested that there be an arbitration 
mechanism set up to resolve disputes about rulings by inspectors. It was not 
commonly known that such rulings were appeaiable. 


Furthermore, many of those who were aware of the appeal mechanism felt 
that it dragged on for prolonged periods of time, which was not conducive to 
effective business. 


It was proposed that an arbitration mechanism would be beneficial whereby 
an arbitrator would be assigned to resolve impasses in a reasonable time 
frame. 


Strategic Direction 

It is felt that the existing appeal mechanism is appropriate, but steps need to 
be undertaken to communicate it better fo stakeholders.” Furthermore, as 
many stakeholders expressed frustration with specific decisions that they felt 
were based on questionable rationales, the reasons behind Branch regulatory 
decisions should be better communicated as well. 


Recommendations Addressing Administrative Dispute Resolution Mechanism * 
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See the 


description of the detailed recommendations in Chapter 9. 


Each series of numbers identifies work done by specific review teams, e.g., Recommendation 7.3 was 
put forward by Team 7. 


Better communication of HPB processes was a point raised by the Regulatory Review Advisory 
Committee, particularly from the viewpoint of consumers. To the extent possible, processes should be 
transparent and well communicated. 
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ISSUE #11 - IMPROVED REGULATORY FRAMEWORK FOR HERBAL, BOTANICAL AND 
HOMEOPATHIC PRODUCTS 


Objective 
To examine whether a different regulatory treatment should exist for herbal, 
botanical, and homeopathic products. 


Background 

During the past two decades there has been an increased use by Canadians 
of heros and botanical preparations as foods and drugs. Also, there has been 
an increase in the number of herbalists and homeopaths practicing 
alternative medicine. The Food and Drugs Regulations have been criticized 
for not being integrated into a framework that takes into consideration herbal, 
botanical, and homeopathic products. 


Stakeholders associated with herbal, botanical, and homeopathic products 
held the position that the present regulations and their administration were 
interfering with the free choice of Canadians, the willingness of industry to 
comply, and the practice of homeopathic medicine. 


Direction Received from the Review 

At present, except through administrative interpretation, the general 
provisions of the Regulations apply equally to all products meeting the 
definition of a drug. If was agreed by all parties that HPB has a responsibility to 
ensure that drugs are safe and efficacious, but many believe that there is 
reason to apply different requirements to some classes of drugs and that this 
should be formally recognized in the Regulations. 


The view was expressed that the Regulations were not well suited to the 
control of homeopathic products, herbal products, or traditional medicines. 
Examples of issues include: the appropriateness of the pre-market review 
procedures given the “low health risk” for this class of product;” the 
justification for prohibiting claims regarding these products; and the problems 
presented by the absolute prohibition on the use of certain substances (ée.g., 
arsenic, mercury, narcotics), 


_ Many stakeholders felt that consumers should be allowed informed choices 
outside allopathic medicine (i.e., alternative drugs and forms of medicine), 
However, the majority felt that unrestrained advertising of these products 


The Regulatory Review Advisory Committee did not agree with the statement about the low health risk 
associated with these products. They felt that the risks must be considered in the light of what the 
product is replacing. The view was that people might be placing their faith in products that might not 
be doing them any good at the expense of products that might be beneficial. 
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would be harmful to the public® and that the primary concern should be 


safety. A lack of information on these products with respect to safety and use 
was a frequent concern. 


The majority of stakeholders felt that if claims were being made, they should 
be treated like drug products (i.e., prove safety and efficacy before sale). 


It was suggested that the report from the previous Expert Advisory Committee 
on Herbs and Botanical be looked at again and adopted. Others felt that the 
expert advisory committee should be reconstituted and the topic revisited.” 


There were a number of other related issues. Among these was the 
appropriateness of the current restrictions on the sale of certain single amino 
acids. It was proposed that the recommendations of the Expert Advisory 
Committee on Amino Acids be looked at again and followed. Similarly, some 
parties questioned the appropriateness of the regulations that limit the claims 
that can be made for vitamins and that establish therapeutic and prescription 
use levels for vitamins. Another issue was the need for certain standards and 
compendia including the British Herbal Compendium (BHC) and the United 
States and French Homeopathic Pharmacopoeias. 


Strategic Direction 

All groups and individuals involved in this review agreed that an improved 
regulatory framework for dealing with herbs, botanicals and homeopathic 
products was required. It is evident from the comments made that there are a 
number of important issues to be resolved in concert with stakeholders. The 
regulatory framework should facilitate the co-existence of these products with 
drug products thus permitting informed choices by the consumer while 
ensuring, through proper evaluation of the risks associated with the various 
products, the safety and where applicable the efficacy of marketed products 
subject to the Food and Drugs Act. 
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The Regulatory Review Advisory Committee stated that alternative medicines may indeed have a 
cost, which is the unrecognized withdrawal from appropriate therapy. 


In fact, this has occurred, and the Committee was scheduled to meet June 23, 1993. 


2) 


Recommendations Addressing Improved Regulatory Framework for Herbs, 
Botanical and Homeopathic Products * 


: See the description of the detailed recommendations in Chapter 5. 
a Each series of numbers identifies work done by specific review teams, e.g., Recommendation 7.6 was 
put forward by Team 7. 
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ISSUE #12 - OTHER ISSUES RAISED DURING THE REVIEW 


A) 


USE OF DRUGS OUTSIDE THEIR INDICATIONS 


Background 

With respect to drugs, devices, and cosmetics, the federal government 
regulates conditions of sale using the requirements that certain drugs must be 
sold pursuant to prescription. Others, such as controlled and narcotic drugs, in 
addition to prescription, require extensive record-keeping. The provincial 
governments, in the exercise of their constitutional jurisdiction over property 
and civil rights can, and do, dictate the conditions of sale attached to certain 
drugs (advertising by pharmacists, place of sale, child-resistant containers). 


The Food and Drugs Regulations do not address the issue of protecting the 
public from the use of drugs outside their intended use. Drug utilization reviews 
have highlighted this as a problem from the point of view of cost to the health 
care system. From a safety perspective there is concern about powerful drugs 
being used for patients who do not always require them. For example, drugs 
such as the lipid-lowering agents are released for a narrow group of 
indications, yet they are prescribed widely for minor “cholesterol” changes. 


In other jurisdictions, a regulatory approach has been implemented whereby 
some drugs are only allowed fo be used within specialized treatment centres 
or by specialists (i.e., tiered release). 


Direction Received from the Review 

Overall, this issue was felt to deal specifically with the practice of medicine, 
and stakeholders generally did not support any move toward regulation in this 
area. In particular, they did not support tiered drug release. It was noted that 
it was not always recognized by stakeholders that doctors had the right to 
prescribe any drug on their responsibility. 


Many stakeholders felt however that there was a related education issue, in 
that doctors may not always have all the information on which to base 
prescribing decisions, and consumers may be poorly informed regarding the 
availability, risks, and benefits of drugs. It was felt by many that both medical 
professionals and consumers required more information on the risks and 
benefits of drugs. Pharmacists were seen as key players in the education of 
consumers. 


Suggestions to address this issue included encouraging health professionals to 
improve patient education, and promoting the use of the “Information to 
Patients” section of drug monographs. 


Strategic Direction | | 
No specific direction was identified other than supporting further education 


initiatives. Further consultation is required in this area, particularly with the 
provinces. 
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B) DISINFECTANTS 


Background 
At present, disinfectants may be regulated as drugs under the Food and 
Drugs Act and as pest control products under the Pest Control Products Act. 


Direction Received from the Review 

This double regulation presents difficulties to the industry owing to differing 
requirements in the two statutes. In addition, it has been claimed that 
applying all the requirements for drugs to certain types of disinfectants (e.g.., 
hard-contact surface or environmental disinfectants) was excessive. The 
Canadian Manufacturers of Chemical Specialities Association (CMCSA) and 
others felt that some disinfectants were over-regulated. 


Strategic Direction 

Options for consideration include reviewing the status of disinfectants by 
category of use, and defining terminology to clearly differentiate different 
types of products (e.g., sterilants, disinfectants, antiseptics) 


Recommendations Addressing Disinfectants * 


See the description of the detailed recommendations in Chapter 5. 


Each series of numbers identifies work done by specific review teams, e.g., Recommendation 7.6 was 
put forward by Team 7. 
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C) 


D) 


PRE-CLEARING OF ELECTRONIC ADVERTISING 


Objective 
To examine the existing requirement for pre-clearance of radio or television 
advertising of non-prescription drugs and medical devices. 


Background 

All radio and television advertisements or testimonials for non-prescription 
drugs and for medical devices, and recommendations for the prevention, 
treatment, or cure of a disease or ailment to which the Radio Regulations, 
1986 and the Television Broadcasting Regulations, 1987 of the Broadcasting 
Act apply, require pre-clearance by the Advertising Section of the Bureau of 
Non-prescription Drugs. 


The Non-Prescription Drug Manufacturers Association of Canada suggested 
that the pre-clearance of electronic advertising could be handled by an 
agency outside of government. They note that this has occurred in several 
other countries, including Britain and Australia, and has been completely 
satisfactory to both government and industry, and that HPB has recently 
ended pre-clearance of cosmetic advertisements, which is now conducted 
by an outside agency, also with satisfactory results. They recommend that HPB 
examine a similar system for non-prescription drugs. 


Recently, the pre-clearance of broadcast advertising of foods was successfully 
transferred to the Canadian Advertising Foundation by CCAC, 


Strategic Direction 
Consideration should be given to pre-clearance of electronic advertising by 
an outside agency. 


BIOTECHNOLOGY 


Background . 

There was a perception that, relative to the degree of risk posed, products of 
biotechnology are under-regulated. GMP and premarket review were areas 
identified where stronger regulations are required. 


Direction Received from the Review 

There was agreement that products of biotechnology were under-regulated. 
It was felt that new regulations should be introduced as soon as possible and 
that they be consistent with those of the United States and Europe. 


Strategic Direction 

HPB has made a commitment to introduce improved regulatory controls in this 
area. Information Letter Number 806 has been issued regarding proposed 
Novel Food and Novel Food Processes, which includes foods where genetic 
engineering is involved. Comments are being assessed and consultation 
undertaken to harmonize with other jurisdictions. 
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Recommendations Addressing Biotechnology * 


a 7e) 
7.6(f) 


m See the description of the detailed recommendations in Chapter 5. 


wm Each series of numbers identifies work done by specific review teams, e.g., Recommendation 7.7 was 
put forward by Team 7. 


64 


CHAPTER 3 
IMPLEMENTATION 


In order to ensure proper integration of the recommendations of the 
Regulatory Review, it is essential that they form part of the workplans in HPB 
and CCAC. Thus, all recommendations are being referred to the appropriate 
senior management committees for inclusion in workplans. The specific 
regulatory changes will then appear in the government-wide annual 
Regulatory Plan. 


Some recommendations involve action by other departments, federally and 
provincially. They too should form part of departmental workplans and be 
resolved cooperatively through interdepartmental committees like the 
Interdepartmental Committee on Food Regulation (ICFR), the 
Federal/Provincial/ Territorial Committee on Food Inspection, or the 
Committee of the Deputy Ministers of Health. 


We have linked each recommendation with one or more of the issues 
developed in Chapter 2, Some issues commen to all areas will have to be 
considered jointly. 


In addition, the findings in the report that are part of or related to the work of 
the Medical Devices Task Force and Gagnon Implementation areas are 
being referred to those groups for consideration and implementation. 


It is strongly recommended that implementation involve obtaining direction 


from interested parties as per the consultation framework (see Chapter 4) on 
any substantive change. 
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CHAPTER 4 
CONSULTATION 


Objective 

To examine the existing means of consulting with interested parties on 
regulatory change, and to ensure that the consultation framework is 
responsive to the needs of stakeholders. 


Background 

One of the purposes of consultation with external stakeholders was to obtain 
their inout on how HPB and CCAC might best consult in the future on 
regulatory change. To this end an evaluation form was handed out at the 
regional sessions, and parties were given several days to fax their comments 
and suggestions to the Regulatory Review Office on the following question: 


“We want your views on future consultations. What form/methods 
would you suggest to ensure adequate consultation in the next 
phases of regulatory change?” 


A summary of the responses can be found in Appendix G of this report. 


The current process of consultation with parties commences with the 
identification of the regulation needed. Frequently, this arises as a result of a 
petition filed for, say, the inclusion of an additive to the food additive table. On 
a broader scale, the need is identified through ideas raised by interested 
groups, or as a response to identified risks and hazards, or through monitoring 
and surveillance activities, or as a result of the recommendations of specific 
review committees, for example, Hearn and Gagnon. 


Once identified, the regulatory initiative will form part of HPB’s and CCAC’s 
section of the annual Federal Regulatory Plan, which is available in libraries 
throughout Canada. The Plan is a government-wide agenda of regulatory 
initiatives, 


The first step after the need is identified is consultation, as appropriate, with 
other Directorates and Branches of the Department and with other 
Departments. A consultation plan is drawn up, with the targeted audience 
and the communication mechanisms determined by the nature of the issue 
and the impact of the project. Sometimes an expert advisory committee is 
established. 


Next comes external consultation. This will involve the obtaining of written 
comments through an exchange of correspondence or through meetings 
with specific interested parties, e.g., health support groups, provincial 
organizations, industry and consumer associations. 
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On matters of broad policy interest, HPB may Issue an Information Letter to 
standard lists of interested parties (different lists are used depending on the 
category of the application). The letter will provide background to the 
regulatory initiative and what the department is planning to do, and will give 
parties the opportunity to comment (60 to 120 days, depending on the 
complexity of the subject), 


In the case of food, a second Information Letter may be issued following the 
receipt of comments. It will describe the reaction of parties to the first letter 
and indicate what the department has decided to do. Alternatively, the 
response may be included in the Canada Gazette Part 1 Regulatory Impact 
Analysis Statement. (RIAS). 


Coincident with the development of the regulation, a Regulatory Impact 
Analysis Statement (RIAS) is drafted. It and the proposed text of the regulation 
are sent to the Privy Council Office for review; then the RIAS and regulation 
are sent to the Special Committee of Cabinet to receive approval for “pre- 
publication”. Pre-publication of a regulation and the related RIAS in Part | of 
the Canada Gazette (Part 1 is for public notices) is a requirement for all 
regulations, except in exceptional cases where an exemption is granted. The 
idea behind pre-publication is to afford potentially interested parties the 
opportunity to comment on the regulatory initiative. Normally, 75 days are 
provided for this purpose. 


Following pre-publication, any comments received are considered. If there 
are numerous comments, the regulation may be revised to such an extent 
that the pre-publication process is repeated. 


The next step is to prepare the regulation in its final legal form. Following 
approval by Justice officials at the Privy Council Office, the regulation is sent 
for the approval of the Governor in Council. Then comes publication in Part Il 
of the Canada Gazette (Part Il is for registration of statutory instruments). 


As has been described in Chapter 1,” there has been a particular concern 
with respect to the time required to process routine regulatory amendments. 
Cited were the amendments dealing with food additives and maximum 
residue levels for agricultural chemicals, which constitute 70 to 80 percent of 
the amendments made to the Food and Drugs Regulations. Processing time 
for a regulatory amendment following scientific evaluation generally takes 
about 20 weeks, but can take as long as two years. 


Direction Received from the Review 
Stqkeholder consultation was seen as an essential element to successful 
implementation of the recommendations made in the review. 


Issue #1, “Responsiveness”. 
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Comments on two main areas of consultation were received. The first was the 
ongoing communication about regulatory matters in general, i.e., an 
overview of regulatory policy and of all regulatory initiatives and their status. It 
was felt by some interested parties that more direct communication in this 
area was needed. The second was the communication and consultation that 
occurred during the identification and drafting of a specific regulation. 


Other than the government-wide Annual Regulatory Plan, there are no formal 
communication mechanisms in the Department for conveying information on 
an on-going basis on regulatory matters in general. “ 


To address this situation, it was suggested that departmental contacts be 
established with the major trade journals. Greater use of trade journals could 
be made to disseminate information regarding regulatory policy. Currently, 
several trade newsletters do provide such information. As well, more use 
could be made of the various trade associations to advise and inform. 


Various means of communication were suggested by stakeholders. These 
included the publication of a “Regulatory Review Newsletter” to inform about 
progress on regulatory matters, the establishment of a 1-800 line for 
information and comments, the establishment of an electronic bulletin board, 
and regular publication of progress and regulatory changes in major trade 
journals. 


some stakeholders raised questions regarding the effectiveness of HPB’s 
consultation on specific regulatory matters. Most were aware of the process 
involved using the Canada Gazette Parts | and Il, but felt very strongly about 
the need for consultation even before a regulatory proposal is published in 
EOite 


Interestingly, there was almost universal support for the type of consultation 
that occurred during the regulatory review. Many parties recommended a 
similar approach be used in the future. If was suggested that local (rather 
than Ottawa based) face-to-face meetings would be more beneficial to alll 
parties involved than the current written Information Letter process. 
Information Letters could inform persons with concerns that a meeting will 
take place at a designated time and place if they wish to attend or that 
written submissions can be sent to a certain address. In other words, 
supplement the written Information Letter process with local consultation 
sessions. In addition, there was strong support for the workshop approach 
used in the regulatory review, so long as more time was provided to prepare. 
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There are many informal mechanisms to convey regulatory information to stakeholders: Information 
Letters, workshops and meetings, electronic bulletin board, letters to associations of manufacturers, 
health interest groups, and the health professions. 
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A number of stakeholders noted that due to the current Information Letter 
process, only some Letters have a wide distribution. Although it was 
recognized that this is because not all issues were of interest to every potential 
recipient, the lack of a readily available index or list of Information Letters 
meant that recipients did not know whether they should have seen or 
commented on the missing Information Letters. A related concern mentioned 
was the adequacy of HPB’s mailing lists for Information Letters. The low 
response rate for Information Letters may indicate a problem with the 
targeting or approach and casts doubt on the credibility of the process. 


In a similar vein, comments were made by the Regulatory Review Advisory 
Committee about the inadequacy of representation during the review by 
consumers, the scientific community, retailers, and the food packaging 
industry. Any proper consultation must ensure that representatives from alll 
interested areas are given the opportunity to participate. 


It was suggested that the current Branch practice of presenting a fully 
developed proposed solution in an Information Letter might do the Branch a 
disservice by failing to promote input on innovative solutions. 


It was claimed by some stakeholders that the United States model (based on 
publication in the Consolidated Federal Register was more formalized, and 
allowed better consistency of review by industry. 


Strategic Direction 

The Department will examine the suggestions of interested parties to try to 
improve the ways in which it communicates on regulatory matters in general 
and consults and communicates with respect to specific regulatory change. 


Recommendations Supporting Improved Consultation 

In most cases, consultation before pre-publication of a regulation in Part | of 
the Canada Gazette is already carried ouf, and it is recommended that it 
continue. 


As on many regulatory changes there is little or no reason to consult and there 
are no regulatory fairness issues involved, the lengthy pre-publication and RIAS 
requirements of the government regulatory process are inappropriate and 
unduly onerous. Thus, it is recommended that the Department examine the 
possibility of developing methods of fast-tracking simple amendments to 
regulations. This will involve liaison with the Regulatory Affairs Division of the 
Treasury Board Secretariat. 


The effectiveness of the current Information Letter process should be reviewed, 
and an index of Information Letters should be available on-line. 


HPB should consider the holding of periodic regional consultation sessions. 


Further, it is recommended that consideration be given to instituting a 
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standing committee on regulatory review, with clear identification to 
stakeholders of the committee’s mandate and the procedures for introducing 
issues. 


With respect to labeling, CCAC recommends the development of an overall 
strategic plan for implementing the proposals, including focus group and 
stakeholder consultation meetings on a sector-by-sector basis as required 
and, where feasible, quantitative research to evaluate consumer wants, 
needs, and understanding, particularly in the area of ingredient labeling. 
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CHAPTER 5 
SUMMARY OF RECOMMENDATIONS 


TEAM 1 ADMINISTRATION, INSPECTION AND ENFORCEMENT 


yl When legislated standards are deemed necessary, NHW should 
attempt to coordinate standard requirements and activities by more 
extensive use of reference to standards developed within the National 
Standards system (NSS). The available listings of Canadian, 
international, and foreign standards should be reviewed for suitability. 
To the extent possible, required standards should be international 
standards. However, it must be demonstrated that adopting these 
standards is “optimal” for Canada. 


KZ A policy should be developed and communicated stating that, if a 
regulated company is certified to show it is a total quality 
management company meeting ISO quality management standards, 
inspection and monitoring by NHW officials will be decreased so long 
as the regulated company provides proof of periodic audits verifying 
that the quality system is in place and is operating. 


be The Food and Drugs Act should be “opened “ to effect changes 
concerning increases in fines and penalties and improving and moving 
definitions in the Act to the regulations, and acting on specific 
changes identified in the 1984 review report could be effected. 


1.4 Fee structures should be established, in harmony with those of other 
federal departments, for registration or licensing of a firm meeting 
requirements satisfactory to the Minister, approval of additives, 
agricultural chemicals, and other substances for which a review and 
setting of limits is required, issuance of export certificates, and 
certification and licensing of importers. This must be closely examined 
for compliance with international agreements such as GATT. Many of 
the issues are linked with competitiveness. 


1,6 Imports 


1.5.1 registration or licensing of importers bearing in mind Canada’s 
obligations for “national treatment” in accordance with our 
international trade obligations; 


1.5.2. mandatory notification of import shipments similar to the 
process used by the department of Fisheries and Oceans. 
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1.5.4 


1.5.6 


requirements respecting evidence of an acceptable quality 
management system in the jurisdiction exporting the product To 
Canada; (the deliberations and recommendations coming out 
of the newly formed Codex Committee on Import/Export 
Certification could provide guidance in this area); 


conduct a review of the import procedures of other significant 
jurisdictions (e.g. Australia, New Zealand, Japan, European 
Community, Nordic Countries, Austria, Singapore, U.S.A.); 


review the legal possibility of promulgating a “right of refusal” 
regulation; 


consider the approach of the U.S. and Fisheries and Oceans 
Canada in terms of listing exporters subject to automatic 
detention; 


In order to ensure the protection of the public and favour 
competitiveness, the following principles should guide the regulatory 
review with respect to enforcement: 


Strategic approach to enforcement: The focus of this paper is 
on enforcement mechanisms because these require legislative 
authorization. But enforcement must be considered as part of a 
broader strategic approach to developing compliance 
policies, with a view to finding an appropriate balance 
between promotion, monitoring and enforcement activities. 


Broad range of possible responses: The range of possible 
responses available to the regulating authority should be made 
as broad as possible so that the appropriate tool be used in any 
given situation. This is not to say that enforcement will become 
harsher. Quite to the contrary, the availability of a broader 
range of remedies would allow the regulator to use adequate 
means to address a problem (rather than overkill). 


Consistency and simplification: Currently, the powers of 
enforcement are scattered throughout the Regulations and 
there are inconsistencies. For example, although they all aim at 
safeguarding the public against harmful products and basically 
operate in the same fashion, the stop sale provisions (including 
the suspensions of licenses whenever applicable) are not 
uniform throughout the Regulations and this cannot always be 
explained by special considerations for a given commodity. In 
as much as possible, enforcement mechanisms should be 
regrouped in one part of the Regulations and be applicable to 
food, drugs, medical devices and cosmetics. 


te 


B A clear enforcement policy should be developed and 
communicated to all stakeholders. 


While the adoption of an actual GRAS list may be difficult as the 
definitions and structure of the Food and Drugs Act and Regulations 
are considerably different than the U.S. Food, Drug and Cosmetic Act, 
the concept of developing a test to differentiate types of submissions 
may provide a non-regulatory solution to a problem of long duration. 
The test should consider factors such as: current acceptance, ADI 
available, experience in other countries, potential for fraud or 
deception, etc. 


The above-noted criteria (and perhaps others) could be included in a 
guideline that could be given broad distribution so that a petitioner 
could definitively determine if his or her proposal could be 
accommodated into a “fast track evaluation” or FTE. Branch 
evaluators would then be required to consider a petition in terms of an 
FTE request and provide written confirmation that the submission would 
be handled in a time sensitive manner if it met the criteria established 
in the guideline. If guidelines were to be developed, they should be 
done through the use of a government/industry working group. 


The use of an amended Temporary Marketing Authorization regulation 
(see page 29 of the background paper entitled “Review of Food 
Regulations pursuant to the Food and Drugs Act”) could be invoked as 
a mechanism to provide for the use of an additive, vitamin, mineral 
nutrient or the presence of an agricultural chemical residue prior to the 
actual promulgation of the regulatory amendment. In summary, the 
use of the proposed FTE combined with the bridging TMA mechanism 
should shrink time lines to the point where definitive dates of completion 
could be assured and would thus permit new product planning, 
marketing and introduction in a much less speculative manner. 


It is recommended that the food standards of identity and 
composition found in all federal regulations could be eliminated and 
placed in a compendium which would be entrusted to the Standards 
Council of Canada. The standards would become part of Canada's 
National Standards System and would be developed and amended 
by consensus committees. If any of the regulatory agencies wanted 
to incorporate a particular standard into a regulation, this could be 
easily done by referencing. 


The tables in the Food and Drugs Regulations should be restructured. 
For example, there is a good case to be made for restructuring the 
Food Additive Tables so that a particular substance would appear in 
one table regardless of functional purpose. This would be a significant 
improvement in terms of “user friendliness”, particularly from the 
viewpoint of the client group that must use the tables to ensure 
compliance with the regulations. 
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TEAM 2 


23) 


Yi 


2.3 


2.4 


2.9 


FOOD CHEMISTRY - CONTAMINANTS 


In regard to veterinary drugs and agricultural chemicals, it is 
recommended that the existing mechanism for regulating these 
substances be maintained (i.e.continued reliance on a positive listing 
of permitted veterinary drugs and agricultural chemicals in the 
Regulations with specified maximum residue limits applying to specified 
foods). 


It is recommended that the existing regulations pertaining to veterinary 
drugs be consolidated in one separate location in the Regulations and 
expanded to include other veterinary drugs as deemed necessary 
and in keeping with the on-going process of harmonization with major 
trading partners. 


In regard to the general maximum residue limit of 0.1 parts per million 
for agricultural chemicals (Section B.15.002 (1) of the Regulations), the 
current review of this regulation should continue and a thorough 
consultation with all interested parties should be undertaken prior to 
adoption of any final position. While the stakeholder consultation 
process did not produce a consensus as to a preferred option on this 
issue, the majority opinion appeared to favour retention of the 0.1 
concept. 


The feasibility of utilizing the temporary marketing provisions of the 
Food and Drug Regulations should be investigated to permit the 
temporary use of agricultural chemicals during the period after the 
completion of the safety assessment yet prior to the publication of the 
final regulation in the Canada Gazette Part II. This would help to 
minimize the interval between the time that the agricultural chemical 
is submitted for evaluation and the time final authorization for the use 
of the product is granted. 


In regard to food chemical contaminants (e.g. heavy metals, industrial 
contaminants, natural toxins, etc.) while there were varying opinions 
from stakeholders as to the best mechanism to affect controls in this 
area, it is the general consensus of the review team that each of the 
three control mechanisms currently being used should continue to be 
used where appropriate. These three methods comprise: 


(A) setting regulatory tolerances; 

(b) setting administrative guidelines; and 

(ce) in situations where no limits have been set, carrying out safety 
assessments on a case by case basis and taking action to 
minimize contaminant levels in foods, either unilaterally or in 


cooperation with industry, as deemed necessary. 
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2.6 


rae 


2.8 


29 


It is recommended that all of the existing regulations in Table |, Division 
15, B.01.046 and B.01.047 be reviewed in light of the most up-to-date 
information available to determine whether any revisions, deletions or 
additions to the existing regulatory limits are warranted. While such a 
review is already underway in the case of certain specific regulatory 
babe it should be expanded to include all of the regulations identified 
above. 


In regard to food packaging materials it is recommended that Division 
23 be retained in its present form with continuation of the current 
voluntary pre-market review process. Minor changes are 
recommended to update those sections of the regulations dealing 
with official methods. 


The majority opinion from the stakeholder sessions appeared to favour 
more regulation to ensure the safety of food packaging materials. 
Therefore, the review team recommends that new regulations be 
added to Division 23 requiring food manufacturers to provide the 
Health Protection Branch with evidence, on demand, to support the 
safety of the food packaging materials they are using, In addition, it is 
recommended that consideration be given to the development of 
specific regulations or guidelines to control the use of recycled 
materials in direct food contact operations. 


In regard to food irradiation, after careful consideration of all 
comments received, the review team recommends that the existing 
regulations in Division 26 be retained. Nevertheless, consideration 
should be given to improving HPB’s ability to enforce the regulations 
particularly in relation to imported foods. The development of a 
program of consumer education in this area should also be 
considered. 


2 


TEAM 3 


FOOD LABELING, PACKAGING, ADVERTISING AND CLAIMS 


Manner of Applying Mandatory Label Information 


3.1 


3.2 


3.3 


The examination of the feasibility of a legibility test to administer the 
requirements of section A.01.016 for mandatory information to be 
prominently and clearly displayed and readily discernible to the 
consumer. 


The revocation of section B.01.005 which prohibits the placement of 
mandatory information on that part of the label which is applied to 
the bottom of the container of a prepackaged product. 


The consideration of an amendment to sub-paragraph B.01.008(1)¢(a) 
to revoke the requirement for certain mandatory information to be 
grouped with the list of ingredients. 


Foods Requiring a Label 


3.4 


3.5 


3.6 


Examination of the feasibility of defining a “non-consumer package” 
and of providing under certain circumstances an exemption from 
providing an ingredient list or providing flexibility in the manner of 
providing this information. 


The consideration of an amendment to sections B.01.003 and B.01.008 
and any other relevant sections to require ingredient content 
information on bulk displays of food, including pre-packaged one-bite 
confections, and the examination of different vehicles for providing this 
information, such as on the bulk bin or display carton, a poster 
adjacent to the food, or printed material on the retail premises. 


The reassessment of the need for and manner of providing labeling 
information on the non-prepackaged items listed in section B.01.003, 
viz. non-prepackaged meat and poultry cooked on the retail 
premises, horsemeat, food additives and irradiated flour. 


Ingredient Labeling 


3./ 


Requirements to be Retained 


The retention of requirements to declare food ingredients and 
components (paragraph B.01.008(1)(b)); to list ingredients in 
descending order of proportion and exceptions (sub-section 
B.01.008(3)(4)); the manner of component declaration (sub-section 
B.01.008(5)(6)); and substitution of ingredients (section B.01.011). 
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3.8 


3.9 


3.10 


Exemptions from Ingredient Listing 


The re-examination of all exemptions from ingredient labeling listed in 
section B.01.008 to ensure that the rationale for the exemptions 
remains valid, especially in relation to foods packed at retail. 


Priority List of Allergens 


The development, based on the health and safety risk, of a list, for the 
Purposes of ingredient labeling of priority ingredients known to cause 
anaphylaxis or other severe allergic or adverse food reactions for the 
Purposes of ingredient labeling, similar to the HPB priority list of 
allergens used for restaurant labeling. 


Components 


The re-examination of all exemptions provided for components listed in 
section B.01.009 for validity and inconsistencies, and examination of 
the feasibility of requiring declaration of “priority allergens”, 


Class Names, Source Names, Common Names 


The re-examination of existing class name/common name 
requirements under section B.01.010 to determine, in cases where 
there is a potential for an adverse food reaction, whether source 
labeling/ specific common name or class name is more appropriate, 
for the purposes of identifying the presence of the allergen and 
facilitating understanding of the information. 


Class Names, Functional Names, Numbering System for Food 
Additives 


The examination of requirements for the common name of food 
additives from the perspective of understandability and in particular 
the consideration of the use of class names, functional names or a 
numerical identification system similar to that used by Codex with or 
without functional names. 


Processing Aids 


The establishment of a definition for a “processing aid” to distinguish it 
from a food additive and consideration of an exemption from 
declaration of those processing aids not present in the final product. 
As far as possible, the definitions and exemptions are to be harmonized 
with the U.S. and Codex systems. 


ad 


3.14 


3.20 


3.2] 


Durable Life Date 


The amendment to durable life and package date requirements 
under section B.01.007 to revoke the exemptions for: 


ae prepackaged individual servings of foods that are prepared by 
a commissary and sold by automatic vending machines or 
mobile canteens; and 


(2) prepackaged doughnuts. 


The review of date marking with respect to products with modified 
atmosphere packaging. 


The consideration of an amendment to require a “best before” date 
for low acid foods packaged in hermetically sealed containers, and 
refrigerated products. Support for the use of “best before” dating on 
other products with a durable life of more than 90 days on a voluntary 
basis. 


The consideration of an extension of the requirements under section 
B.01.080(2) relating to the statement “previously frozen” to all products 
which have been frozen and thawed prior to sale. 


Common Name 


Re-examination of the use of qualifiers in conjunction with the 
common name with a view to harmonizing among the various federal 
departments and/or the U.S. in order fo provide more meaningful 
information to consumers and to achieve uniformity. Possible re- 
assessment of the issue based on a sectoral approach. 


Retention of the requirement under section B.01.006(1) for the location 


of the common name on the principal display panel of the label. 


The consideration of an amendment to section B.01.006(1) to require 
that all words in the common name be of equal prominence. 


Miscellaneous Mandatory Statements 


Retention of the following requirements for the following statements: 


a declaration of percent predominant nut on packages of mixed 
nuts - B.01.071 

a process and alcohol content claims for distilled alcoholic 
beverages - B.02.003, B.02.040 

& the statement of the source of milk for cheese - B.08.031(b). 
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3.22 


3.24 


3.29 


3.26 


Consideration of amendments to requirements for the following 
statements: 


= declaration of percent milk fat on dairy products to require a 
declaration of fat in grams per serving of stated size - B.08.008, 
B.08.028(1), B.08.032(1), B.08.074(1), B.08.076(1) 

a indication of grade in bulk beef/veal advertisements to require 
the grade and class designation - B.14.018. 


Revocation of the following requirements: 


a “contains no meat/poultry on simulated meat/poultry” - 
B.01.100(4)(a)(b) 

8 declaration of percentage moisture in cheese - B.08.032 

e declaration of the use of tomato trimmings in catsup - B.11.015 

a indication of the addition of ascorbic/erythorbic acid to frozen 
fruit - B.11.105 

2 labeling requirements for brown bread - B.13.028 

a declaration that product is or contains horsemeat - B.14.016 

8 declaration of added flavouring on meat and poultry - 
B.14.031(f)(g)(gg), B.14.032¢d)(xii)(xiv)(A)(B), B.22.006(¢g) 

r] statement that salt is free-running - B.17.001(2). 


With the exception of the afore-noted miscellaneous mandatory 
regulations, all others (B.02.053, B.02.108, B.11.204, B.14.009(g), B.17.003, 
B.19.009, B.13.005¢e), B.16,001., B. 19.002) should be re-examined for 
their relevancy, clarity and consistency with other regulatory 
requirements as many pre-date the requirements for listing of 
ingredients, with strong consideration to be given to revocation of 
obsolete regulations. 


Optional Claims 


Retention of the following regulations: 


(1) age, origin and process claims for distilled alcoholic 
beverages (B.02.012, B.02.021(b), B.02.022(1), B.02.032, 
B.02.033, B.02.040(a)(b), B.02.043, B.02.052, B.02.057), and 


(2) selling price claims in advertisements for beef, veal, lamb 
and pork carcasses (B.14.019(1)(a)(o)). 


The revocation of section B.02.034 after finalizing consultations with the 
Department of National Revenue and the Department of External 
Affairs regarding amendments required to the Importation of 
Intoxicating Liquors Act. 
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3.30 


3.3] 


Re-examination of the subsections dealing with the use of “smoked” 
on various cheeses and redrafting of section B.01.072 to cover 
traditionally smoked products. 


The re-assessment of sections B.01.049 and B.19.008 on a more general 
basis with a view to the develooment of guidelines to be included in 
the Guide for Food Manufacturers and Advertisers dealing with other 
optional claims. 


Prepackaged Water and Ice 


In conjunction with the review of processing aids, consideration of the 
revocation of requirements to declare “ozone” when used as a 
processing aid. 


Consideration of the continuing need for fluoride declaration in waters 
in which fluoride has not been added. 


Consideration of deleting current requirements for certain mandatory 
information to appear on the principal display panel and allowing 
such information to appear anywhere on the label. 


GENERAL RECOMMENDATIONS 


pon! 


Presentation of the Regulations 


The re-drafting of labeling regulations in a manner that is clear and 
easy To use. 


Consultation 


The continued consultation on the issues identified, to be carried out 
using a sector by sector approach, in addition to focus group and 
stakeholder consultation meetings, as required. 


Implementation 


The development of a strategic plan for the implementation of an 
improved labeling system. The plan would identify groups of 
regulations needing further baseline research and consultation with 
interested parties before proceeding to publication and those which 
could proceed immediately to Canada Gazette, Part 1 or Part 2. 
Where feasible, the system would seek to employ a single 
implementation date for labeling changes, in order to consolidate 
changes and thereby minimize costs to industry and consumers. 


The feasibility of the following will be considered: 


a Providing an implementation date for all labeling regulations to 
80 


3.35 


TEAM 4 


be scheduled on a periodic basis such as every | 1/2 -2 years, 


| Developing a requirement for periodic review or automatic 
termination of regulations after a specified time (sunseftting). It is 
recognized that, although periodic review of regulations is 
desirable, the automatic termination of any requirements, 
particularly any related to public health and safety, may often 
be inappropriate. 


Research 


The consideration of carrying out focus group and/or quantitative 
research to evaluate consumer wants, needs and understanding in the 
area of labeling, particularly ingredient labeling. 


COMPOSITIONAL STANDARDS, ADDITIVES, AND NUTRIENT ADDITION 


Food Additives 


4] 


a2 


43 


4.4 


Consideration should be given to establishment of a positive list, 
without specified areas or levels of use, of those food additives having 
an unlimited ADI (acceptable daily intake) and which are now 
regulated at levels consistent with “good manufacturing practice”. 


It is recommended that the remaining additives in the existing Food 
Additive Tables of Division 16 be consolidated into one table of listings, 
arranged in alphabetical order, in which regulation of the allowable 
areas of use of each additive is by food class, rather than by named 
standardized or unstandardized commodity and in which the 
maximum level of use of the additive in that class is specified. The 
usual purpose or function of each additive could also be given, but it 
would be for informational purposes only. 


It is recommended that consideration be given to modifying the 
regulations pertaining to the issuance of Temporary Marketing 
Authorizations (TMA) to allow the granting of a TMA, in the case of 
submissions for a new, extended or different level of use, of an existing 
food additive, to bridge the time between completion of the scientific 
evaluation of a food additive submission and publication of 
amendments in the Canada Gazette Part Il. 


It is recommended that consideration be given to elimination of food 
colour certification in Canada and concomitant elimination of the 
standards for food colours appearing in Division 6 of the Food and 
Drug Regulations. Taking this action would /pso facto require the 
application of Food Chemicals Codex (F.C.C.) specifications for food 
colours, as per Section B.01.045 of the Regulations. Consideration 
should be given to referencing the international JECFA Compendium 
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46 


4/7 


4.8 


49 


of Food Additive Specifications in the case of so-called “natural” 
colours and caramel. 


It is recommended that consideration be given to deletion of Section 
B.16.004 inasmuch as this regulation is obsolete and cannot be 
scientifically justified. 


It is recommended that consideration be given to delisting and 
regulating by some other means enzymes to which there is little human 
exposure by reason of their manner of use. 


It is recommended that the Codex lists of flavour enhancers and 
processing aids be referenced in the Food and Drug Regulations and 
that efforts be made to define these terms. 


It is recommended that the standards for mono- and di-glycerides and 
gelatin in Divisions 9 and 14, respectively, be deleted in that they are 
superfluous. The same consequence as noted above for food colours, 
namely the automatic referencing of F.C.C. specifications for these 
items, would result if this recommended is adopted. 


It is recommended that Regulations B.01.044 and B.01.045 be retained 
as such. 


In the interest of standardization with Division 15 of the Food 
Regulations, if is recommended further study and legal consultation be 
undertaken on the option to reference the Food Additive Tables to 
Section 4(d) (i.e. the adulteration provision) of the Food and Drugs Act. 


Food Standards 


Ail] 


The recommended option at this time is Option 1, which consists of the 
following: Retain those standards in the Food and Drug Regulations 
that are not duplicated elsewhere. Delete from the Food and Drug 
Regulations those standards that appear under the Canada 
Agricultural Products Act (CAP Act), Meat Inspection Act (MIA) and 
Fish Inspection ACT (FIA). 


However option 2 should be considered through further study and 
consultation with industry and other government departments. This 
option goes beyond option 1 in that it recommends that all standards 
be removed from the Food and Drug Regulations in favour of their 
relocation to a compendium developed and maintained by a 
national standards writing organization. Preferably, such a move 
would be carried out in conjunction with Fisheries and Oceans 
Canada and Agriculture Canada who would similarly remove and 
relocate their standards to the same organization. 
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Nutrition 


4.12 


Carbohydrate-reduced”, “sugar-free”, “calorie-reduced”, “low 
calorie” and “low sodium” foods 


Examine the regulations for the categories of foods in these sections 
with a view to transferring them to Division 1 of the Regulations with 
other criteria for nutrient content claims. As such, further discussion of 
this issue will be within the context of the review of nutrition labeling 
and claims pursuant to the Canada/United States Free Trade 
Agreement. 


Formulated liquid diets and nutritionally balanced supplements 


4.13 


4.14 


4.15 


Develop regulations to permit nutritionally balanced formulated foods 
for adults, children, etc. who would benefit from nutritional 
supplementation but who are not suffering from conditions where 
dietary management requires medical supervision. 


Restrict the category of formulated liquid diet to products covered by 
the Codex standard for foods for special medical purposes that are 
intended to be used only under medical supervision. Consideration 
could be given to requiring premarket notification of these products 
and permitting greater flexibility in their formulation. This would be 
consistent with the international approach. 


The use of Section B.01.054 (Temporary Marketing Authorization) to 
permit the controlled sale of experimental new formulated liquid diets 
to tertiary care centres will be examined. 


Foods for use in weight reduction diets 


4.16 


Issues related to foods for use in weight reduction diets were dealt with 
in Information Letter No. 793 published in April 1991 (Foods represented 
for use in achieving and maintaining healthy body weights and for use 
in weight reduction diets). 


Proposals were made to amend the Food and Drug Regulations 
pertaining to these foods bring them in line with current nutrition 
recommendations, dietary guidelines and consumer and marketing 
practices have been published in Information Letter No. 793, April 1991. 


It is intended to publish proposals respecting revisions to the 
Regulations pertaining to foods for use in weight reduction, which 
include consideration of comments received to Information Letter No. 
793, in the Canada Gazette Part I, at which time all interested parties 
will have another opportunity to comment. 
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Infant foods, human milk substitutes, and foods containing human milk 
substitutes. 


417 


4.19 


The regulations should be amended to make provision for “exempt 
infant formulas” to cater to the exigencies of infants with special 
dietary needs. 


The use of Section B.01.054 (temporary Marketing Authorization) to 
permit the controlled sale of experimental new infant formulas to 
tertiary care centres should be given consideration. 


To clarify that Sections B.25.046 and B.25.048 apply equally to importers 
of infant formulas, each occurrence of the word “manufacturer” in 
Division 25 should be changed to “manufacturer or importer”. Similar 
wording was used in the “stop sale” provision of Section B.27.004 (Low- 
acid Foods packaged in Hermetically Sealed Containers). 


Restoration and Fortification 


4.20 


It is not considered prudent to relax the provisions for addition of 
nutrients to foods except for restoration as noted below. This means 
that individual submissions would still need to be made for 
amendments to the regulations if someone desires that provision be 
made for the addition of vitamins, mineral nutrients or amino acids to 
foods not listed in the table to D.03.002, for the purpose of fortification, 
i.e. adding nutrients at levels above those occurring in the 
unprocessed food or to foods that do not normally contain significant 
amounts of those nutrients. 


The following options could proceed with a minimum of consultation and 
further study: 


4.2) 


The subsections of the following regulations that provide for addition of 
vitamins should be retained but revised so that (a) the units of measure 
for the vitamins and minerals are consistent throughout and (b) the 
difference between maximums for nutrients where these appear in the 
regulations and overages needed for technical reasons is clear. 


Vitamins A, C, D and folic acid in goat’s milk: B.08.029 

Vitamins A, D and E in margarine: B.09.016(S), B.09.017(S) 

Vitamin C in juices: B.11.123(S), B.11.124(S), B.11.128A\(S), 
BAlt30S)7 Boll .132(6) Bit ie te4(S) 

Fluoride in bottled water: B.12.001(S), B.12.004(S) 

Vitamins and minerals in flour: B. 13.001 (S)(d),(e)(xv) and (f), 

Vitamins and iron in precooked rice: B.13.010.1(2) 

Vitamins and minerals in breakfast cereals: B. 13.060 

lodine in salt: B.17.003 

Vitamin A and/or D in milk: 
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4,22 


4,23 


B.08.003(S), B.08.004(S), B.08.005(S), B.08.007(S), B.08.009(S), 
B.08.010(S), B.08.013(S), B.08.014(S), B.08.016(S), 
B.08.017(S), B.08.018(S), B.08.019(S), B.08.020(S), 
B.08.023(S), B.08.026(S) 

Vitamin C and D in evaporated milk: B.08.010(S) 


Part D: The table to D.03.002 could be modified so as to reference the 
sections of the regulations where the specifics of nutrient addition the 
various foods are found. 


since these changes were generally supported by the various parties 
consulted, the main task is to systematically review the pertinent 
regulations and ascertain which units of measure to use and where 
Clarification is needed. 


B.01.053 is seen as an obsolete regulation since instant breakfasts are a 
type of meal replacement and should be regulated as such. D.03.003 
should be retained since there is no change to the regulations cited in 
it: B.24.003 (1) g, h, andi were not changed. 


The options for “New Regulations” shown below could proceed after further 
study to develop the specific wording and criteria required and after further 
consultation with the stakeholders. 


4.24 


4.25 


A general regulation could be introduced to permit restoration of 
nutrients lost, whether during processing, storage and handling (e.g. 
loss of vitamins and minerals in cereal milling), or resulting from 
changes made fo alter the macronutrient composition of a 
standardized food (e.g. Vitamin A restoration to low fat cheeses), or to 
correct for seasonal variation in nutrient content of some foods, (e.g. 
Vitamin C in canned tomatoes). This provision would introduce some 
flexibility into the regulations that control the addition of nutrients to 
foods, reducing the need for a manufacturer to apply for an 
amendment to the Regulations, provided specific criteria are met. 


A new provision should be introduced to provide generally for cereal 
enrichment and for addition of Vitamin A to reduced fat dairy 
products. 


The option identified below would need further consultation since specific 
stakeholders are involved who need to be contacted directly. 


4,26 


The general provisions guiding the addition of nutrients to foods 
contained in Part D, (i.e. D.01.009, D.01.010, D.01.011, D.02.009, 
D.02.010, and D.02.011) could be deleted after consultation with 
regard to the provisions for infant cereals, instant breakfasts and 
flavoured beverage mixes for addition to milk. 
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4.27 


Schedule K should be retained because it is used as the basis for 
protein claims. Until such time as the labeling provisions may be 
altered with respect to such claims, no change should be made to this 
Schedule. 


Substitute Foods 


4.28 


Following initial consultations as part of the present regulatory review 
activity, it was apparent that there is considerable disagreement 
regarding how this category of foods should be regulated. No option 
so far presented came out clearly as a preferred one although it is still 
apparent that some changes are needed. 


To resolve the problems that have been identified, present regulations 
should be retained as is for the present and further development of 
options and consultation with stakeholders pursued. Among other 
things, the development of a new substitute dairy product policy and 
promulgation of regulations will require extensive 
federal/provincial/industry consultation. 


Bottled Water 


4.29 


TEAM 5 


Develop new regulations about composition, chemical quality and 
tolerances for chemical contaminants of mineral water, spring water, 
and other bottled waters that are consistent with the Guidelines for 
Canadian Drinking Water Quality and international regulations. The 
main purpose of these new regulations would be to protect the public 
health from any adverse effects from unacceptable levels of chemical 
contaminants in bottled water. 


MICROBIOLOGY 


Regulations proposed for retention: 


3. | 


Regulations B.04.010 (chocolate), B.04.011 (cocoa), B.08.014 (milk 
powder), and B.22.033 (egg products), requiring the absence of 
Salmonella from foods which do not ordinarily receive a further heat 
treatment sufficient to destroy the pathogen, are an important tool in 
health protection and are recommended for retention. 


Regulations requiring minor change: 


9.2 


The various sections of the Act and its Regulations pertaining to drugs, 
medical devices and cosmetics are all proposed for retention. A few 
specific regulations (C.01.067, C.04.232, C.04.406) and Schedule V and 
VI for Medical Devices need very minor revisions. 
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Regulations requiring modification: 


9.3 


9.4 


9.9 


5.6 


7 


9.8 


Regulation B.08.002.2 requiring that milk and all other dairy products 
be pasteurized, except cheese or any product subjected to further 
processing to pasteurize it, requires modification. Because 
Pasteurization is defined as a heat treatment verified by specific 
tolerances for alkaline phosphatase activity, industry is prevented from 
using alternative technologies. Agreement was reached to amend 
this, but consultation on amended definitions and verification of 
technologies will be essential. 


Regulations B.08.030 and B.08.042 to .047 pertain to cheese made from 
an unpasteurized source. There was almost universal support to 
proceed with a new proposal which requires that cheese not made 
from a pasteurized source be made using a heat-treated source 
(heated to > 63°C for 15s or equivalent) or that the cheese itself be 
heat-processed so as to pasteurize it. If possible, the use of other 
technologies should be permitted. 


Regulations B.08.016 (e), B.08.018 (f), B.08.026 (g), B.08.062 (d), B.08.072 
(d), B.08.048 and B.08.054 contain microbiological criteria regarding 
bacteria in different dairy products, such as fluid milk and cheese. 
These regulations need to be amended so that they apply to 
standardized and nonstandardized products and to provide for 
uniform microbiological criteria dependent on product type. The 
specific criteria and product groupings will require consultation. 


Regulations in Division 12 (B.12.001 (bb); B.12.004 (a) and (b); B.12.005 
1(a) and 2(a)), outlining microbiological standards for prepackaged 
water and ice, should be retained, but amended to achieve 
uniformity, and include a requirement that Pseudomonas and 
Aeromonas be absent. 


Regulation B.21.025, prohibiting the sale of refrigerated smoked fish 
packed in a container that has been sealed to exclude air unless the 
product has been fully heat-processed, the product contains at least 
9% salt, or the product is customarily cooked, requires modification to 
respond to new knowledge concerning the interaction of safety 
factors for C. botulinum in smoked fish and smoked fish products. This 
would permit Canadian producers to provide a more acceptable 
product and to compete more effectively internationally. 


Division B.27, outlining requirements for low-acid foods packaged in 
hermetically sealed containers (LAFHSC), would benefit from addition 
of tighter controls over imported products since imported products 
currently receive less review than domestic products. The exact nature 
of these controls requires further deliberation and consultation. 
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Sharing or Transfer of Responsibilities: 


9.9 


9.10 


Regulations B.08.024(a) and B.08.025, prohibiting the sale and the 
purchase of milk for manufacture if it contains more than 2 x 10° total 
aerobic bacteria per ml should be deleted. Since this is a farm 
standard, it would be better handled by Agriculture Canada or by 
provincial regulation. 


Regulations B.14.072 and B.22.026, stipulating storage conditions for 
barbecued, roasted or broiled meat and poultry products that are 
ready for consumption, should be transferred to the Provinces. 


Phased Deregulation: 


9.1] 


Regulation B.21.031, requiring the absence of Salmonella in fresh or 
frozen frog legs, should be considered for phased deregulation. While 
some individuals feel that it provides consumer protection, the majority 
feel it is not consistent with HPB’s risk management principles to require 
a raw product which is to be cooked, to be free of a pathogen. This is 
a problematic area. Those supporting the regulation are quite 
vehement, and there are important international and trade 
considerations. 


Obsolete Regulations: 


Oy 


9.13 


9.14 


B.08.007, stating that sterilized milk shall be heated to at least 100°C for 
a time sufficient fo kill all organisms present, should be deleted; its 
objectives for consumer protection will be met by the requirements of 
Division 27. 


Regulations B.11.016 and B.11.017 set limits for mould filaments in 
tomato products. These regulations should be deleted as they 
duplicate regulations under the CAPS Act. Agriculture Canada should 
be requested to harmonize their regulations with the USDA. 


Regulations B.14.013 and B.14.014, which were promulgated before 
Division 27, should be deleted as they are now redundant. 


Regulations B.21.027 (fish protein), B.14.061 (edible bone meal and 
edible bone flour) and B.14.062 (gelatin or edible gelatin), containing 
microbiological standards, should be deleted as there appears to be 
no application for them. 


Other Alternatives: 


9.16 


There was very strong support from government personnel, both 
federal (NHW, AC and DFO) and provincial, to amend Division 27 to 
include refrigerated foods. However, industry was adamantly opposed 
to this position. Justification for regulating refrigerated foods at this 
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9.19 


TEAM 6 


time is limited to scientific evidence indicating a potential problem. 
This area should be monitored, an industry code developed, and 
further action carefully considered, 


Microbiological Guidelines should be retained, but reviewed to ensure 
consistency and applicability, 


Extraneous material guidelines, used to interpret and enforce Sections 
4 and 7 of the Act, should be retained. MOUs should be developed 
with exporting countries to establish systems to verify adherence to 
GMPs. 


Official Methods should be modified to be microorganism specific 
instead of being commodity specific, and to allow for inclusion of 
equivalent methods. This would permit greater flexibility and the use of 
innovative technologies. Work is required to determine how this can 
be accomplished. 


MEDICAL DEVICES - HEARN INTEGRATION 


Any recommendations arising from the Regulatory Review have been passed 
to those responsible for the Development Plan for an Improved Medical 
Devices Regulatory Program. 


Recommendations 


6.1 


6.2 


6.3 


6.4 


It is recommended that the need to modify the definition of recall to 
differentiate between recalls and field corrections be evaluated. 


It is recommended that Section 14 be amended to incorporate the 
notion of “use” with the notion of sale. 


It is recommended that pre-market approval should be required for all 
medical devices of a “critical nature”, as opposed to current 
regulations that require clearance only for those devices to be 
implanted for 30 days or more. This has been addressed in the 
Development Plan for an Improved Medical Devices Regulatory 
Program. The Department has indicated that it is developing a revised 
approach based upon the principles of risk assessment and risk 
management. This approach will require the development of a risk 
classification system for medical devices. This method will classify 
medical devices based upon the degree of risk the device presents. 
Only those devices judged to be “high risk” will be subject to full pre- 
market approval. 


It is recommended that the requirement to supply product 


monographs and file cards with a Part V submission where there Is No 
added safety value to the user and the patient be revoked. 
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TEAM 7 


PHARMACEUTICAL DRUGS AND COSMETICS - GAGNON INTEGRATION 


General findings, including the need for improved usability of the regulations, 
should be considered as part of the implementation of the findings of the 
regulatory review; however, the majority of issues identified here (/.e., those 
specific to drugs) will be passed on to the Drugs Directorate Renewal 
Coordinator for consideration as part of that process. 


Recommendations 


7.1 


7.2 


7.3 


Usability and Availability of the Regulations and Administrative 
Interpretations 


Q) 


b) 


C) 


Improve the index in the Food and Drug Regulations (“The 
Regulations”) 


Make the Regulations, policies and guidelines available on a 
computer BBS. 


Consider a CD-ROM or computer diskette version of the 
Regulations 


Regulatory Process 


Q) 
b) 


C) 


d) 


Review the effectiveness of the current IL process. 
Make an index of ILs available on-line. 


Consider the holding of periodic regional based consultation 
sessions. 


Consider instituting a standing committee on regulatory review, 
with clear identification to stakeholders of the committee’s 
mandate and the procedures for introducing issues. 


Procedural Issues 


Q) 


b) 


C) 


d) 


Development and communication of a uniform appeal 
process, 


Consideration of an arbitration mechanism. 
Clearer, complete, more timely and better distributed 
statements of Branch policies and administrative interpretations 


of the Regulations. 


Improved communication of the rationale for Branch regulatory 
aecisions. 
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7.4 


7.5 


Labeling 


Q) 


b) 


C) 


d) 


e) 


f) 


Conduct a comprehensive review of labeling requirements to 
address the following issues: 


K Consolidation of the labeling regulations for drugs. 
a Elimination of redundant regulations. 
® Harmonization with US labeling requirements for drugs 


and cosmetics, including regarding claims and non- 
medicinal ingredients. 


Adopt RDIs in place of “therapeutic use” statement for 
nutritional supplements. 


Review required label statements, with the intent of removing 
those not justified on the basis of risk. 


Review the purpose of the DIN and evaluate the effectiveness 
of the present approach. As part of this review consider 
replacement of the DIN with a true unique identifier, such as a 
UPC, 


For purposes of issuing a DIN, soeed up and/or simplify the 
review of drugs where safety is not an issue. 


Re-evaluate the need for a separate GP category, possibly as 
part of the consultation on schedule harmonization (IL 798) 


Advertising, Claims and Provision of Information 


Q) 


b) 


C) 


d) 


e) 


Maintain the current prohibition on the advertising of 
prescription drugs direct to consumers. 


Clarify the policy on advertising to clearly differentiate 
advertising and the provision of information. 


Means should be explored and implemented by which health 
professionals could improve the provision of information about 
the safe use of drugs to consumers. One potential source of 
such information is the existing “Information to Patient” section 
of a product monograph. 


Issue an Information Letter on Schedule A. 


Proceed with the review of allowable claims for vitamins and 
minerals. 
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7.6 


7.7 


f) Ensure consistency of allowable claims (with particular 
reference to vitamins) with other Government policy. 


Differential Regulatory Requirements for Drugs 


Differential Regulation 


Q) Adopt a table of exclusion for expiry dating through the IL 
process. 


b) Adapt the premarket review process to allow faster clearance 
of products whose safety is not a concern (e.g. homeopathics, 
standard OTC’s, some herbs). 


Disinfectants 


C) Review status of disinfectants by category of use. 


d) Define terminology to clearly differentiate different types of 
disinfectant products (e.g. sterilants, disinfectants, antiseptics) 


Homeopathics 


e) Consider adding a clause to some Regulations specifying a 
minimum concentration below which prohibition on the use of 
a substance ceases to be in effect (re. homeopathics). 


Herbs and Botanicals 
f) Retain the drug status of herbs for which claims are made. 


g) Review recommendations of the Expert Committee on Herbs 
and Botanical Substances, and reconvene if necessary. 


h) Consider French or German approach to the regulation of 
herbs. 
i) Improve Branch expertise in the pharmacology and toxicology 


of herbal ingredients and in alternate forms of medicine. 


) Consider the re-establishment within HPB of an expert 
laboratory capacity in the field of herbs and botanical 
substances. 


Concerns Related to Specific Regulations or Classes of Products 


Q) Issue an IL on Schedule B to determine what changes are 
required. 
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b) 


C) 


g) 


h) 


Eliminate the requirement for “for therapeutic use only”, and 
introduce Recommended Daily Intake (RDI) requirements in 
harmony with the US in its place. 


Review the toxicity of Vitamins and minerals to ensure that the 
Regulations are commensurate with the risk. 


Proceed with current initiatives to develop GMP and other 
regulations for biologics. 


Review Part V of the Device regulations regarding test kits. 


Consider adoption by reference of European or US 
standards/regulations for biotechnology products. 


Modify C.01.011(4) to specify that a Manufacturer's Standard 
product is acceptable if it meets potency or purity standards of 
any Schedule B publication. 


Revise policies, guidelines and standards, as appropriate, to 
make it clear that the potency of all drugs used as salts should 
be declared as the base or acid, and identify other situations, 
such as hydrates, which could be standardized in the same 
Way. 


Inclusion of Vitamins A, D, K and folic acid, above specified 
limits and for human use, in Schedule F. 
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APPENDIX A 
HPB/CCAC 
REGULATORY REVIEW CRITERIA 


A. BACKGROUND INFORMATION AND ANALYSIS 


1. Regulatory objectives and history: Outline the stated objectives, intended benefits, 
methods used to achieve the objectives, and the regulatory history for the set of 
regulations. Indicate whether a RIAS has been done. 


2. Legislative authority: What is the legislative authority on which the regulations are 
based? What is the constitutional basis for the regulations, i.e., are they based in 
criminal law or trade and commerce law? 


S: Health and safety issue being addressed: Outline the specific hazard, and the 
population at risk. Has a health hazard or risk assessment been conducted? Does 
the hazard still exist? If not a health hazard, what is the purpose of the regulations? 


Fraud issue being addressed: Outline the specific concern respecting fraud or 
product misrepresentation. Is this concern still valid? 


4. Risk management model in HPB: Are the regulations, and their application, 
consistent with HPB’s Risk Management model. 


a Level of HPB/CCAC involvement: Outline the current expenditure in human and 
financial resources and indicate, if any, the level of cost recovery. 


6. Stakeholder concerns: Outline any concerns expressed by industry, consumers, the 
medical community, other government agencies, or major trading partners about 
the development, purpose or administration of the regulations. 


he HPB/CCAC staff concerns: Outline issues or concerns known to HPB staff concerning 
the utility, effectiveness, or administration of the regulations. 


8. Issues identified in other reviews: Outline any issues, concerns, or recommendations 
identified in: 


i] current regulatory reviews carried out by Agriculture Canada, Consumer and 
Corporate Affairs, Fisheries and Oceans, Environment Canada, and the 
Standing Committee on Finance. 
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mi other reviews available, e.g., Nielsen, internal audit, Gagnon, Hearn, Auditor 
General, ICFR minutes. 


Comparable situation in other countries: Briefly describe the regulatory situation of 
our major trading partners with respect to similar activities addressed by these 
regulations. Include, if applicable, any alternative approaches currently in use or 
proposed for use. 


Other government involvement in the area: Do the regulations parallel, overlap, or 
duplicate those of other federal, provincial, or municipal agencies in the area? 


Suitability for reference and use by other agencies: As the lead health and safety 
agency, are the regulations readily transferable to other agencies for their use? Are 
they referenced in other legislation? Are there any conflicts with other related 
legislation? Can action be taken by other levels of government, transferred, or 
delegated? 


Enforceability: |s there a defined compliance policy for these regulations? Are there 
sufficient resources available to enforce the regulations? Are there issues of liability 
associated with non-enforcement? Are the regulations uniformly enforced? What is 
the level of enforcement? Are there opportunities for voluntary compliance and self- 
regulation? 


ANALYSIS OF IMPACTS 


Health : Do the regulations contribute to the control or elimination of a specific 
health hazard? 


Benefits: Who are the intended beneficiaries of the regulations? Are there 
secondary beneficiaries? Do the regulations create the intended benefits for the 
intended beneficiaries? 


Costs: What are the direct and indirect costs of the regulations? Who pays? Who 
should pay? 


Cost recovery: Are there opportunities for cost recovery or increased cost efficiency? 


Impacts on Canadian competitiveness: Do the regulations, or the application of the 
regulations, impose barriers and disincentives to industry’s development and use of 
new technologies, products, services, and markets? 


Do the regulations, or the application of the regulations, result in higher costs to 
Canadian industry than those of major trading partners with similar health and safety 
priorities? 
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Are the regulations consistent, more stringent, or less demanding than those 
adopted by major trading partners? 


6. Trade: Do the regulations restrict or enhance international or interprovincial trade 
from levels that would exist without the regulations? 


Is the enforcement of domestic and imported products equivalent? 


Do the regulations, or the application of the regulations, violate existing or proposed 
provisions of international trade agreements, such as the General Agreement on 
Tariffs and Trade (GATT), the Canada/U.S. Free Trade Agreement (FTA), or the North 
America Free Trade Agreement (NAFTA)? 


Do the regulations support or impede international harmonization with major trading 
partners and with international organizations such as Codex, ISO etc.? 


ye Inter-Governmental impacts: Identify other federal, provincial, or municipal agencies, 
or their stakeholders, potentially affected by any change to the regulations? 


Cc: CONCLUSIONS 
iB Implications for the Role of Government 


Given The impacts and needs outlined in Sections A and B, and the “Guiding 
* Principles” outlined in the attached appendix, is government intervention justified? 


Is HPB/CCAC the appropriate agency to provide this intervention ? 


Are there non-regulatory alternatives, or alternatives that involve less regulation (€.g., 
self-regulation, education, etc.), that would be more effective in achieving the 
objectives and intended impacts? 


Are there more efficient ways to administer the existing regulations? 


Have regulations been identified that have increased the competitiveness of 
industry, or assisted in harmonization, that could be used to greater extent? 


7a Options for Action and Deliverables 


Position the regulations into one or more of the following categories. Where changes 
are recommended, outline and discuss the options available for working foward the 
change. Also, indicate what impacts would be felt by other agencies or their 


stakeholders. 
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Regulations Proposed for Retention: regulations that do not require change, 
with an explanation of why they should be maintained. 


Minor Change: regulations that require only minor change, but should 
continue to be administered by HPB. 


Modification or Improvements: regulations that on initial examination do not 
appear to be fully consistent with the guiding assumptions and regulatory 
criteria, and which must be assessed against the Risk Management Model 
prior to a final recommendation. 


Sharing or Transfer of Responsibilities: regulations where new regulating 
and/or enforcement arrangements are required with foreign governments, 
other federal departments, provincial or municipal governments, or industry. 


Phased Deregulation: regulations that are no longer necessary but which 
must undergo phased deregulation to lessen the negative impacts of 
deregulation. 


Obsolete regulations: regulations that are obsolete and which can be 
immediately deregulated without any negative impacts. 


New regulations: regulations required to meet identified health and safety 
requirements. 


Other Alternatives Yet to be Determined: other options identified during the 
review. 


Identify the preferred option to proceed with and identify where further study and 
consultation are required. 
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APPENDIX B 
REVIEW TEAM 1 
ADMINISTRATION, INSPECTION AND ENFORCEMENT 


Foods - GMP 

Drugs - GMP 

Medical Devices - GMP/ISO 

Cosmetics 

Other areas: administration, powers/authorities, reporting/record keeping, penalties, 
delegation of authorities, fees, cost recovery, structure of Act and Regulations, 
simplification, and harmonization 


Oe eS 


REVIEW TEAM 1 MEMBERSHIP: 


DEPARTMENT SSSCSCS~dsSCR 


Field Operations Gilles Angelo 
Industry Dr. Dewey Peterson 
CCAC Gerry Reasbeck 


[Provingich CCM lon 
Vance McEachern 


POO len Pat 
Legal Services 
Medical Services Branch Sandy Cocksedge 
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REVIEW TEAM 2 


FOOD/DRUG CHEMISTRY - CONTAMINANTS 
ik 
2 
3. 
4, 


REVIEW TEAM 2 MEMBERSHIP: 


Pesticides 

Natural Toxins - adulteration 

Unintentional contaminants - trace elements 
Veterinary drug residues 


Appendix B 
page 3 of 6 


REVIEW TEAMS 3 AND 4 


FOOD CHEMISTRY - COMPOSITIONAL STANDARDS 


if. Compositional food standards 
2: Nutritional composition 
So: Food additives 


HPB/CCAC Joint Review - Consists of Two Teams 


REVIEW TEAM 3 
E labeling 
g packaging 
x advertising 
B claims 


REVIEW TEAM 3 MEMBERSHIP: 


[peARIMENT—SSCSCS~sSCSCSCS ER 
Esra enn ol 


eciom Dias Fourier 


Luisa Crapigna 
Duke Pruthi 
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REVIEW TEAM 4 
wi additives 
a colours 
a compositional standards 
| nutrient addition 
& not nutritional labeling 


REVIEW TEAM 4 MEMBERSHIP: 


CoeaemenTSSSCS~S~S~S ER 
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REVIEW TEAM 5 
MICROBIOLOGY - FOODS, DRUGS, COSMETICS AND MEDICAL DEVICES 
ie Microbiological hazards 


2 Other biological hazards - including filth and foreign matter (glass, etc.) of health 
hazard significance 


3 Microbiology of water 


REVIEW TEAM 5 MEMBERSHIP: 


Dr. Will Robertson 
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REVIEW TEAM 6 


MEDICAL DEVICES - HEARN 


Cs other than the work of the Review Team in Inspection and Enforcement, the 
Regulatory Review would network with J. Finlay -implementation of the 
Department’s Development Plan for an Improved Medical Devices Regulatory 
Program. 


2 To integrate with Hearn - not microbiology, not GMP/ISO 
REVIEW TEAM 6 MEMBERSHIP: 


Bill Welsh 


REVIEW TEAM 7 


DRUGS - GAGNON 


a Other than the work of the Review Team in Inspection and Enforcement and minor 
common issues as noted above, the Regulatory Review would network with P Jeffs - 
implementation of Gagnon recommendation. 


g To integrate with Gagnon - not GMP. not vet. drug residues ,not drug/cosmetic 
microbiology. 


REVIEW TEAM 7 MEMBERSHIP: 


Deraerwent SSSR 
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APPENDIX C 


LIST OF HPB AND CCAC STAFF WHO PROVIDED COMMENTS FOR INTERNAL 


HPB 

Adamik, David 
Angelo, Gilles 
Burgener, Donna-Mae 
Bush, Mary 
Campbell, Keith 
Campioni, J. Jos 
Catherwood, Karen 
Cavolvic, Peter 
Chaffey, Chery! 
Chalouh, Shirley 
Chan, lvy 

Charron, S. 
Cobbledick, Roger 
Comeau, Lucien 
Dansereau, France 
DeCoste, Sandra 
Dodds, Dr. Karen L. 
Dube, Gilles 
Dvorak, Pavel 
Dyck, Peter 
Erickson, Bruce 
Eriksen, Marilyn 
Fleming, Michael 
Fox, Cathy 
Gautreau, Gilles 
Gillis, Mark 

Green, Jack 
Harwig, J. Ph.D. 
Hellbach, Debra L. 
Humenchuk, R.J. 
Ireland, Blake 
Jarvis, Sandra 
Jensen, Bonnie 
Jung, Lauren 
Kane, Lloyd 

Kinder, Mary Ann 


REGULATION IDENTIFICATION EXERCISE 


Kirkby, P 

Kormos, Len 
Kupskay, Betty 
Kwas, Olga 

La Salle, Marie 
Landry, Cyril 

Lasis, A. 
Lawrence, R.P 
Ledger Wilkie, Anne 
Mackelvie, Larry 
Mandel, Gillian 
Marcynuk, Ken 
McCarville, Allan R. 
McCaul, S. 
McGilveray, Dr. lain J. 
McKenzie, Pat E. 
Molund, Paul 
Moore, Don 
Morgan, Barry 
Morton, T. 
Mountjoy, Krista 
Nagy, Sherry W. 
Ng, Winnie 
Ohora, Craig 
Olson, Lucie 
Pellaers, Peter 
Redmond, Brenda 
Robertson, Will 
Robinson, Pat 
Romach, Michael 
Samadhin, Mark 
Sloboda, Jim 
Smith, Barry 
Sooley, H.R. 
Trenholm, J.R. 
Trottier, Larry 
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Warbick Cerone, Ann Wilkie, Anne 
Ward, Brian Wong, Charles 
Warkentin, Victor Wozny, Bruce 
Warner, Carlene Wu, Freddy — 
Warren, Jim Yorke, Christine 
Wentzell, Nadine Zegota, A. 
Wilkes, Dennis 
CCAC 

Lee, Terri Susan 
Barr, Jim Lee-Spiegelberg, Sue 
Bednar, Brian LeRiche, Len 
Belliveau, Bert MacPherson, J. 
Beohm, Eginolf Mailer, Gloria 
Biggar, Candice Marleau, J. J. 
Boehm, Eginoff Matteau, Ginette 
Breault, Francois McAdam, Jane 
Bryans, Timothy McDiarmid, Sharon 
Campbell, lan Mow, Jeff 
Cawdell, Fred Murray, Ken 
Chobotar, Allan Narbonne, Sylvie 
Clifford, Jonathan Petriw, Mike 
Crapigna, Luisa Picard, Jo-Anne 
DelZotto, Diane Pruthi, Duke 
Dombowsky, Ron Randa, Ken 
Dupre, Sylvie Raymond, Roy 
Ehrmann, Gordon Reevie, Rnea 
Fiset, Rejean Robillard, Serge 
Fournier, Diane Salamat, Kurt 
Gallagher, Kevin Slater, William 
Gerow, Jack spence, lan 
Gilchrist, Rae St-Jacques-Hamelin, Suzanne 
Grouette, Diane Stanger, John 
Hare, Gerry Steele, Pat 
Hawke, Sheila Strazds, Judy 
Hisanaga, Jim Terry, Phil 
Howe, Linda Thibodeau, Paul 
Joyce, Fred Thomson, Dave 
Kain, Louise Travers, Peter 
Karalash, Jonn Turpin, Jim 
Koteles, Kim Vincent, Lucie 
Kowal, Ernie Wagel-Moreau, Diana 
Laprise, Collette Welsh, Dan 


LeBlanc, Monique Zarkadas, Marion 
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APPENDIX D 
REGULATORY REVIEW ADVISORY COMMITTEE 
TERMS OF REFERENCE AND COMPOSITION 

Terms of Reference 
The committee has three main areas of input: 
A- Input into external consultation 

The committee was asked to give an initial reaction to the issues papers that were 

sent to stakeholders at the beginning of April. As well, the committee was asked to 


identify the priorities, problems, and themes that were to be explored in the external 
consultations. 


B - Input into final report 
Following issuance of the draft report in May, the committee is being asked to give 


their comments and advice on the final report. A mechanism would be built into our 
process to reflect those comments. 


C- Input into subsequent phases of regulatory review 


The committee’s views are being sought on the implementation plan arising from 
the review, specifically: 


a the priority in effecting the subsequent regulatory change 
a how we should set up our consultation framework 


As well, we are seeking the committee’s view on the appropriateness of using the 
regulatory review criteria as a template for evaluating future regulatory change. 


Composition 
& Jean Jones, Chairman of the Health Council of the Consumers’ Association 
of Canada 
wy Marilyn Knox, Senior Vice-President, Corporate Affairs, Nestle’s Inc. 


= James A. Drum, Vice-President, Technical, Coca-Cola Limited 
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Jean-Marc Bergeron, Sous-ministre adjoint, Ministére de I’Agriculture, des 
Pécheries et de |’Alimentation of Quebec 


Henri-Paul Vienneau, President, Mallinckrodt Canada Inc. 
Brenda A. Drinkwalter, President, Canadian Drug Manufacturers Association 


Anthony B. Miller, Chairman of the Department of Preventive Medicine and 
Biostatistics, University of Toronto. 
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APPENDIX E 


LIST OF ATTENDEES AT REGIONAL SESSIONS 


EDMONTON, APRIL 19, 1993 


Health and Welfare Canada 


Borotsik, Greg 
Coop, Colleen 
Evoy, Glen 
Forbes, Jack 
Hutcheon, Keith 
Kohut, Tim 
MacDougall, Rae 
Mayers, Paul 
MecCarville, Allan 
Morgan, Barry 
Morihira, Dave 
Ng, Constance 
Pound, Jan 
Riedel, Guenther 
Salminen, John 
Sloboda, Jim 
Treu, Corrina 
Uytdewilligen, Margaret 
Wilson, Brian 

Wu, Freddy 


Consumer and Corporate Affairs Canada 


Babiuk, Orest 
Eltom, Jack 
Hwozdecki, Mike 
McElheran, Dave 


Ozipko, Joe 

Steele, Pat 

Uibel, Bev 

Adler, Glen Revenue Canada Customs 
Anderson, Dave Crown Star Food Distributors 


Arling, Lynn Consumers’ Association of Canada 


Armstrong, Wendy 
Bodden, Ken 
Bretin, Vern 
Bruns, Gary 
Butler, Janet 
Byrtus, Lily 

Cislo, Ray 
Commins, Gord 
Davidson, Charles 
Del Grosso, Joe 
Dimock, Rick 
Dorfman, Martin 
Eberhart, Greg 
Enns, Peter 
Evans, Sheryl 
Fallwell, Bryan 
Farkas, Karen 
Flatla, Hans 
Forbes, Honey 
Gerlitz, Laurel 
Gruel, Catherine 
Hawa, Jamal 
Henry, Pauline 
Hoeve, John 
Holgerson, Gerald 
Holgerson, Judith 
Kyritz, Klaus 
Langford, Gordon 
LaRose, Gene 
Larson, Norene 
Lickacz, Bob 

Lim, Danny 
Locke, Richard 
McCue, Larry 
McMillan, Keith 
Mehta, Ram 
Miller, Larry 
Mollot, Robert 
Morgan, Bob 
Muir, Jim 

Neilson, Bill 
Nguyen, Cindy 
Nielsen, Janet 
Novicky, Nick 
Ogren, Jerry 
Olson, Marilyn 
Pettitt, Ron 
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Consumers’ Association of Canada 
Alberta Fish and Wildlife 

Alberta Market Gardeners Association 
Envirotest Laboratories 

Capital Care Group 
Asthma/Allergy Association of Canada 
Royal Alexandra Hospital 

Gainers Inc. 

Provincial Lab of Public Health 
McGavin’s 

Edmonton Board of Health 

M & R Dorfman Enterprises 

Alberta Pharmaceutical Association 
Delightful Foods Inc. 

Sierra Spring Water 

Billingsgate Fish Company 

Heart Smart Foods 

Alberta Veterinary Medical Association 
Consumers’ Association of Canada 
Biomira Inc. 

Department of Micro and Food Science 
HP! Beverages Ltd. 

Calgary Health Services 

Fisheries and Oceans Canada 
Holgerson Dairy Inc. 

Holgerson Dairy Inc. 

Prairie Margarine !nc. 

Raylo Chemicals 

Herbal Magic 

Blue Flame kitchen 

Alpha Laboratory Services Ltd. 

J B Food Industries 

Newfoundland Health Inc. 

Alberta lce Company 

Lilydale Poultry Co, 

Prairie Biological Research 
Agriculture Canada 

Malliner Laboratories Inc, 

N.A.LT. 

Agriculture Canada 

Edmonton Food Bank 

Dong Phuong Oriental Market 
Alberta Reg Dieticians Ass. 
Progressive Optical Research 
Prairie Margaraine Inc. 

Biomira Inc. 

Alberta Agriculture 
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Plunkie, Brian 
Probert, Steven 
Raposo, Fernando 
Rogers, Robert 


Rowles-Netterberg, Cathy 


Ruthledge, Bill 
Schroder, David 
Serra, Allan 
Shaver, Gwen 
Shaw, John 
Shipka, Larry 
Standish, Janet 
Steele, James 
Sterling, Roy 
Stevens, Andy 
Stuart, Leslie 
Sydness, Tom 
Taylor, Tony 
Thome, Linda 
Trach, Jack 
Trapp, Heather 
Trilinski, Janice 
Van Teeling, Casey 
Walton, Barry 
Wan, Lois 
Warwaruk, Tony 
Weissenborn, Inge 
Weissenborn, Hans 
Wiseman, Kathy 
Wismer, Don 
Wong, Phillip 
Yasinsky, Lara 


University of Alberta Hospitals 


Canadian Institute of Public Health Inspection 


Lilydale Poultry Co, 

Self Heal Herbal Centre 

Alberta Blue Cross 

Caritas Health (Grey Nuns Hosp) 
Alberta Agriculture 

Revenue Canada Customs 
Edmonton Celiac Association 
Alberta Health 

Alberta Health 

Van's Quality Foods 

Alberta Health 

Alberta Honey Producers Co-op 
Biomira Inc. 

Revenue Canada Customs 

Alberta Agriculture 

Alberta Agriculture 

Revenue Canada Customs 
Klondike Food Brokerage 

Westglen Milling 

Alberta Health - Regulatory Affairs 
Consumers’ Association of Canada 
Canadian Council of Grocery Distributers 
Royal Alexandra Hospital 

Sunland Foods 

Consumers’ Association of Canada 
Consumers’ Association of Canada 
Alberta Liquor Control Board 
Agriculture Canada 

Ching Wah Trading Co. 

Wing’s Foods 
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Boyer, Don 
Burke, Ron 
Butterfield, Andy 
Cheney, Margaret 
Dodds, Karen 
Krol, Peter 
McCaul, Steve 
Mills, Caroline 
Noitsis, Flora 
Rafuse, B.A. 

Silk, Jim 

smith, Joan 
Smith, Leslie 
Wilkie, Anne 
Wilson, Brian 
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Consumer and Corporate Affairs Canada 


Haidle, Peter 
Pruthi, D. 

Steele, Pat 
Warner, Carlene 
Zegota, Andrew 


Abraham, Dr. Varghese 
Ackert-Fair, Nancy 
Archibald, Bruce 
Bell, Robin J. 

Binnie, Mary Ann 
Bradley, Wayne 
Brodsky, Michael . 
Buchshriber, Joe 
Burrell, Colin G. 
Carney, Angela 
Christmann, Laurel E. 
Clarke, Paul 
Corbett, J.F. 
D‘France, Colin 

D‘ Johnson, Vern 
DiFonzo, Dr. Carlo 


Carson Foods 

Ont. Independ. Meat Packers & Processors Assoc. 
Ontario Ministry of Agriculture and Foods 
Amway of Canada Ltd. 

Canada Pork 

Agriculture Canada 

Ontario Ministry of Health 

Ortho McNeil Inc. 

Eli Lilly Canada Inc. 

Hostess Frito-Lay 

Glaxo Canada Inc. 

Agriculture Canada 

Canadian Wine Institute 

Lioton Canada 

Medtronic of Canada 

NDMAC 
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Dodsworth, Pat 


Dumbrille-Ross, Anne 


Durham, John 
Emmett, Roger 
Farkas, Blanka 
Gams, John 
Gams, John 
Garrett, Robin 
Ginga, Peter 
Goldstein, Beth 
Grills, Carman 
Hallas, Bob 


Hashimoto, Kevin R. 


Hatlin, Heather 
Hearn, Jackson 
Hedley, Margaret 
Henein, Nabil 
Hengelmann, Nick 
Hossack, Brad 
Jensitey, Jacqui 
Johnson, Quentin 
Johnston, Susan 
Kalbfleisch, Bob 
Kenney, Joanne 
Kirchner, Rick 
Larocque, Paul 
Lee, Yin Wong 
Lee-Chin, Tony 
Leon, Charon 
Logan, Rosemary 
Lohnes, Dianne 
Long, Blaine 

Lum, Ken 

Lynch, John 
Magee, Bob 
Manjee, Zul 
Maxie, Dr. Grant 
Maycock, Larry 
McAdam, Jane 
McCarthy, David 
McDowell, James 
Meltzer, Randy 
Murphy, Brenda 
O'Donnell, Brian 


Oldenburg, Emily 
Patel, Dilip 


J.M. Schneider Inc. 

Sanofi-Winthrop 

McNeil Consumer Products Company 
Compressed Gas Association 

Nestle Canada Inc. 

Medtronic of Canada Ltd. 
Medtronic of Canada Ltd. 
Canadian Restaurant & Food 
Apotex Inc. 

Allergy/Asthma Information Association 
Division of Abbott Laboratories Ltd. 
Fearman’s Fresh Meats 

Bakery Council of Canada 

Bakery Council of Canada 

Elco Fine Foods Inc. 

Canadian Dietetic Institute 

PMAC 

The Mentholatum Company of Canada 
Baxter & Medec 

Amway of Canada 

Vas-Cath Inc. 

Ciba-Geigy Canada Ltd. 

Ontario Ministry of Agriculture and Food 
C.E. Jamieson & Company Ltd. 
Johnson & Johnson 

NovoPharm 

Agriculture Canada 

Peter Mielzynski Agencies Ltd. 
Ingram & Bell 

Ontario Ministry of Ag. & Foods 
Canadian Spice Association ~ 
General Mills 

Compressed Gas Association 
Ontario Ministry of Ag. & Food 
Sanofi-Winthrop 

Agriculture Canada 

Ontario Ministry of Ag. & Food 
Kellogg Canada 

Kellogg Canada 

McCarthy Consultant Services Inc. 
Zimmer of Canada Limited 

Nutrition Matters 

Becton Dickinson Canada Inc. 
Can. Manufacturers of Chemical 
Spec. Assoc. 

H.J. Heinz Co. 

Diversified Research Lab. 


Pearce, Doryne 
Pennell, Murray 
Petersen, Steven 
Petker, Judy 
Pukier, Henry 
Reynolds, Bill 
Rudics, John 
Scarlett, Patricia 
Scrimger, Howard 
Selby, Anne 


Siebert, Manfred 
Smith, Brian 
Soleas, George D. 
Sood, Dr. Manohar 


Stewart, Andrew D. 


Stokoe, Dennis E. 
Subryan, Lionel 
Sundeen, Garth 
szendrovits, Dr. Les 
Szkotnicki, Jean 
Tang, Mike 

Tiffin, Robert C. 
Usborne, Dr. Ron 


Vanlogerenberg, Neil 


Vyas, Hitish 
Wartecker, Rosie 
Wayne, Sydney 
Williams, Eldon 
Yeung, Dr. David 
Yiu Dr Suk 
Yuzwa, Dan 
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Archambault, Francine 


Arsenault, Linda 
Bowen, Bruce 
Breton, Jean 
Burke, Theresa 
Campbell, lan 


Charbonneau, Claudette 


Cheney, Margaret 
Dodds, Karen 
Fortier, Bernard 
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Hoffmann-Laroche 

H.J. Heinz Co. 

Shaklee Canada Inc. 

J.M. Schneider Inc. 

Organon Canada Ltd. 

Canadian Health Food Association 
Neilson Dairy 

Beef Information Centre 

Agriculture Canada 

Schoo! Nutrition, Consumer & Family Ryerson 
Polytechnical Inst. 

Elco Fine Foods Inc. 

Maple Leaf Foods 

Canadian Wine Institute 

Nature’s Sunshine Products of Canada Ltd. 
Wineborne Consultating 

Bard Canada Inc. 

Diversified Research Lab. 

Canadian Meat Council 

Organon Canada Ltd. 

Canadian Animal Health Inst. 

Food Sale Imp. & Exp. Assoc. 
Canadian Poultry & Egg Processors Council 
Caravelle Foods 

Amway of Canada Ltd. 

Sunny Crunch Foods Ltd. 

Canadian Celiac Association 

Stone County Public Health 
Cibervision 

H.J. Heinz Company of Canada 
Ontario Ministry of Ag. & Food 
Nabisco Brands Ltd. - Grocery Division 
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Freeland, Dr. 
Kinder, Mary-Ann 
MacDougall, Rae 
Mayers, Paul 
Nadon, Josée 
Neufeld, Dr. Philip 
Pringle, David 
Rafuse, B.A. 
Salminen, John 
Scott, Fraser 

Silk, Jim 

Wilson, Brian 
Wozny, Bruce 
Zappavignia, Teresa 
Zehaluk, Krystyna 


Consumer and Corporate Affairs Canada 


Avery, Claudette 
Campbell, lan 
Crapigna, Luisa 
Fournier, Diane 
Reevie, R. 
Steele, Pat 
Zarkadas, Marion 


Aidun, Vahid 
Anderson, Brian 
Apse, Jan 
Armstrong, Rob 
Barrows, Gil 
Barry, Carla 
Blair, Doug 
Boissonneault, Dr. Claude 
Brandt, Monica 
Brown, Alan 
Cardinal, René 


Canadian Federation of Ag. 
Campbell Soup 

Sole Practitioner 

Salmon Health Consortium 
Hill and Knowlton Canada 
Agriculture Canada 
Treasury Board of Canada 
Agriculture Canada 
Cheseborough Ponds 
Dupont Canada 
Agriculture Canada 


Chambers, Albert 
Cloghesy, M. 


Crichton, Jackie 
Curry, Laurie 
Dale, Brian J. 


de Valk, Erina 
Dentelbeck, Chuck 
DiCola, Michael J. 
Dimarzo, Joseph 
Doherty, Richard 
Erridge, Pat 

Finkle, Timothy 
Fisher, Nancy 
Fleming, Leo 
Ghanthan, C. Sri 
Gorenstein, Karen 
Graham, Geraldine 
Greiner, Kathy 
Hendricks, Suzanne 
King, Lois 

Kirk, Dr. lan 

Labbé, Dr. Yves 
Lancaster, Cynthia 
Lee, Barb 

Ley, Janice 

Manji, Bashir 
Massong, Frank 
McCarthy, David 
McCourt, Dr. Catherine 
MecCulloy, Jonn 
Meeke, Heather 
Meltzer, Randy 
Miller, David 
Moreno, Eugenia Repetur 
Ochman, Stefan 
Oickle, James 
Parrott, Glen 
Peace, Doreen 
Pelletier, Martin 
Rains, Dr. Brian W. 
Randall, C. 

Rees, J.W, 
Rutherford, Sally 
Scovil, Catherine 
Standish, Jim 
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Canadian Chicken Marketing Agency 
Can. Manufacturers of Chemical 
Specialties Assoc. 

Loeb 

Grocery Products Manufacturers of Canada 
Pharmaceutical Manufacturers 

Assoc. of Canada 

Further Poultry Processors of Canada 
Agriculture Canada 

Canadian Association of Optometrists 
Pfizer Canada Inc. 

REDINGS 

Agriculture Canada 

Dairy Farmers of Canada 

Canadian Feed Industry Association 
Mead Johnson 

Standards Council of Canada 

Eticon Consultants Ltd. 

Fisheries and Oceans Canada 
Agriculture Canada 

National Institute of Nutrition 

Allergy, Asthma Information Association 
Agriculture Canada 

Agriculture Canada 

Further Poultry Processors of Canada 
Agriculture Canada 

Dyeco Ltd. 

Agriculture Canada 

Agriculture Canada 

Non-Prescript. Drug Manuf. Assoc. of Canada 
EG DG 

Crop Protection Institute 

Agriculture Canada 

Nutrition Matters 

Hill and Knowlton Canada 

Canadian Association of Social Workers 
Canadian Environmental Network 
Food Institute of Canada 

Fisheries and Oceans Canada 
Hoffman La-Roche 

Conseil Canadien du Porc 

T.J. Lipton 

Agriculture Canada 

Hoechst-Roussel Canada Inc. 
Canadian Federation of Agriculture 
Canada Pork Inc. 

Agriculture Canada 
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Steele, Duff 
Stewart, Malcolm 
Tilson, Melodie 
Walker, Thomas 
Walters, David 
White, Robert B. 
Wilding, Cyril 
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Aboagye, Nathan 
Burgener, Donna-Mae 
Embury, Darryl 

Fortier, Bernard 
Harries, Hugh 

Hill, Sandy 
MacDougall, Rae 
Mayers, Paul 

Melnyk, Darryl 

Pound, Wes 

Riedel, Guenther 
Sachvie, Norbert 
Scales, Bob 
Stephanchew, Randy 
Warkentin, Vic 
Wozny, Bruce 


Consumer and Corporate Affairs Canada 


Bruni, Sandra 
Crapigna, L. 
MceElheran, Dave 
Hisinaga, Jim 


Abrams, Doug 
Anderson, Grant 
Cable, Doug 
Chan, Andrew 
Chan, On 
Dawley, Corinne 
Douglas, Bob 
Dyck, Jim 

Elliot, Marci 
Garnett, Bob 


Best Foods Canada 

Canadian Federation of Agriculture 
Canadian Heart and Stroke Foundation 
Canadian Red Cross Society 

Canadian Medical Association 

Non-Prescript. Drug Manuf. Assoc. of Canada 
Can. Cosmetics, Toiletry and Fragrance Assoc. 


Health Sciences Centre 

Pepsi-Cola Canada Beverages (West) Ltd. 
Industry Science and Technology Canada 
Lucerne Foods 

Manitoba Agriculture 

Beef Information Centre 

Keystone Agricultural Products 

CanAmera Assurance 

Manitoba Milk Producers’ Marketing Board 
Fisheries and Oceans Canada 


Grabowecky, Rick 
Hill, Pat 

Holtman, John 
Langstaff, John 
Leonard, Harry 
Loftson, Joyce 
Love, Douglas 


MacDonald Goy, Sandra 


Matthews, Marnie 
McCausland, Al 
McCuaig, Debbie 
McNaughton, Chuck 
Miller, Robert 
Murray, Linda 
Newton, Doug 

Ng, Michael 
Nystrom, Lawrence 
Page, Evan 
Pandey, Dr. 
Pereira, Ronald 


Peters, Wes 
Raber, Monte 
Reid, Duncan 
Richmond, Dr. R. 
Riley, Dr. Bill 
Rogowsky, James 
Romance, Lisa 
Seier, Lorne 
Shambrock, David 
Shasrabudhe, Jyoti 
Shipman, Albert 
Simons, Dr. Keith 
Tardi, Tom 

Third, Gerald 
Thompson, Nigel 
Urbonas, Wayne 
Warkentin, Winnifred 
Weir, Dr. Laura 
Wilcox, Stewart 
Yachison, Dean 
Yachison, Dean 
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Agriculture Canada 

The Kidney Foundation of Canada 
Vita Health 

Rh Pharmaceuticals Inc. 

CSP Foods 

Canadian Cancer Society 
R.W. Packaging 

St. Boniface General Hospital 
Jonespac Foods Ltd. 
Carnation Foods 

Arjo-North Inc. 

Manitoba Agriculture 
Manitoba Health Organization 
National Agri-Food Technology Centre 
Vita Health 

Manco Foods 

Codville Company 

Neptune Fisheries Ltd. 

Vita Health 

Food Science Department, 
University of Manitoba 
Bothwell Coop 


Agriculture Canada 

Manitoba Agriculture 

Canola Council of Canada 

Agriculture Canada 

Health Sciences Centre 

Vita Health 

National Agri-Food Technology Centre 
National Agri-Food Technology Centre 
United Pharmacists Wholesale Manitoba Ltd. 
Faculty of Pharmacy, University of Manitoba 
Vita Health 

Manco Foods 

Aikins & Macauley 

Burns Meats 

MB Assoc. of Registered Nurses 

Agriculture Canada 

Manitoba Pharmaceutical Assoc. 

Vita Health 

Vita Health 
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Aboagye, Nathan 
Butterfield, Andy 
Campioni, Jos 
Chan, Ivy 
Couture, Heléne 
Crawford, Caro! 
Forbes, Jack 
Hellbach, Debbie 
Hill, Lance 
Hutcheon, Keith 
Jung, Lauren 
Kwok, David 
Laing, Gordon 
Lein, Dennis 
Lukey, Bert 
MacDougall, Rae 
Martin, David 
Molund, Paul 
Morgan, Barry 
Palmer, Chris 
Peters, Terry 
Riedel, Guenther 
Shelley, Dennis 
Sloboda, Jim 
Yong, Mansen 


Consumer and Corporate Affairs Canada 
Gaetz, Carole 


Gallagher, Kevin 
McDiarmid, Sharon 


Slater, Bill 

Allan, Yvonne Clearly Canadian Bev. Co. 
Armstrong, Helen V.C.C, Langara 

Beach, Colin Aquasource Ltd. 

Bodmer, Polly J.S, McMillan Fisheries Ltd. 
Bong, Cecelia Towers Phytochemicals Ltd. 
Brackett, Jim Syndel Labs 

Brown, Ross Lucerne Foods 

Calkins, Michael Calkins and Burke 
Cameron, Christine Flora Distributors Ltd, 


Cayo, Lyn Kootenay Co-op 


Cheung, Ray K. 
Cinnamon, Tom 
Clarke, Robert 
Copeland, Larry 


Crocker, Barbara, I.D.N. 


Crompton, Doug 
Daem, Clare 
Dannmeyer, Frauken 
Daskis, Margaret S. 
Davey, Ron 

De Veas, Evelyn 


De’ Long, Mary Louise 


Dickinson, Kirsty 
DiPalma, Dom 
Donald, Lori, R.D.N. 
Drew, Ralph 
Enweni 

Faan, Clara 
Fleming, Bob 
Foo, Sam 

Fox, Glyn 
Gabriel, Cathrine 
Gelder, Arlene 
Gerbasi, Gerry 
Geyer, Paul 
Gibb, Roger 
Goldberg, Mike 
Goring, Ralph 
Graham, Jackie 
Graham, John 
Grebert, Olivier 
Green, Henry 
Greither, Thomas 
Gujral, Vinod 
Harrigan, J.R. 
Hazlewood, Andy 
Hickey, C.P. 
Hicks, Brad 
Hobson, Mike 
Hu, Diana 
Hughes, John 
Hughes, John 
Hughes, John 
Huie, Gordon 
Joe, Peter 
Jones, Laurie 
Keir, Brian D. 
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J.R. Laboratories Inc. 

Purdy’s Chocolates Ltd. 

Brookside Foods Ltd. 

BC Ministry of Health 

BC Dietitians & Nutritionists Association 
Stanley Pharmaceuticals 

School of Family & Nutritional Sciences, UBC 
B.C. Trade Development Corp. 
Nalley’s Canada Ltd. 

Bowers Medical Supply Co. 

BC Packers 

Venice Bakery Ltd. 

Allergy/Asthma Information Association 
Fisheries and Oceans Canada 
Dial-A-Dietitian 

Canadian Fishing Co. 

Agriculture Canada 

JR Laboratories Inc. 

Naturopath Association 

Towers Phytochemicals Ltd. 

BC Environment 

Health Action Network Society 
Lucerne Foods 

Lucerne Foods 

Mitroflow International Inc. 

BC Packers Ltd. 

Baxter Corporation 

Stanley Pharmaceuticals 

LifeScan Canada Ltd. 

Oceanfood Sales 

Fjord Pacific Marine Industries 

Preisco Foods Ltd. 

Flora Distributors Ltd, 

Env. Health Research Labs Inc. 
College of Physicians & Surgeons 

BC Ministry of Health 

College of Physicians and Surgeons of BC 
Pacific Aqua Foods Ltd. 

Gahler Enterprises Ltd. 

Chinese Consumer Assoc. of Vancouver 
LifeScan Inc. 

LifeScan Inc. 

LifeScan Inc. 

Gahler Enterprises Ltd. 

Sunrise Markets Inc. 

Yves Vege Cuisine 

Keir & Son Surgical Ltd. 


Appendix E 
page 13 of 18 


Korcek, Michael 
Koss, Michael A., MD 
Langford, Steve 

Lau, Nancy 

Lauer, Frank 

Law, Francis 
Lawrence, Jack 

Lee, Peter 

Lipton, Thomas J. 
Loo, Tip 

Losito, Domenic 
Louie, Calvin 

Louie, Nancy 
MacDonald, Larry J. 
Mancini, Alexandra 
Marocchi, Michael D. 
Martens, Victor J. 
Massey, Sydney, R.D.N. 
Mathias, Richard G. 
Mathias, Richard 
McCaughey, Margaret 
MeCrum, Brian 
McGuinness, Kerry 
McNeil, Rob 

Millerd, Phil 

Mitchell, David 

Mok, Phillip 

Nelson, Richard 

Ng, Simon 

Ng, Andrew 
Norbury, Dean 
O'Neil, Trevor 
Obal, Kim 

Oliver, Al 

Parker, Lila 

Parker, Alan 

Parkes, Deane 
Peinhof, Kurt 
Precious, Russell 
Rama, Jim 

Riel, John 

Robertson, Doug 
Rosewall, Janie 
Sage, Gilbert 
Salmon, E.R. 
Saunders, Joanne 
Scheftsik de Szolnok, Jean 


Flora Distributors Ltd. 

Current Technology Corporation 
Cardio West Technologies Inc. 

Chinese Consumers Association of Vancouver 
B.C. Fruit Growers Association 

Env. Toxicology Program, Simon Fraser University 
Consumer Association of Canada 
Olympic Distributors 

Rick Minchin 

Intercontinental Packers Ltd. 
Vancouver Health Department 

Le Kiu Importing Co. Ltd. 

J.R. Laboratories Inc. 

Gray Beverage Inc. 

Quadra Logic Technologies Inc. 

Quest Vitamins 

BC Institute of Technology 

BC Dietitians & Nutritionists Association 
University of British Columbia 

University of B.C. 

Preisco Foods Ltd. 

Agriculture Canada 

Assoc. of Naturopathic Physicians of BC 
Andronic Technologies Inc. 

Oceanfood Industries Ltd. 

Quadra Logic Technologies Inc. 

Wah Loong Ltd. 

P.M.A.C. 

London Drugs Ltd. 

Chinese Consumers Association of Vancouver 
Oceanfood Industries Ltd. 

Sisu Enterprises Ltd. 

Baxter Corporation 

Agriculture Canada 

Health Action Network Society 
International Psychic Information Network 
Flora Distributors Ltd. 

Mitroflow International Inc. 

Capers 

London Drugs 

Safeway 

Stanley Pharmaceutical 

Naturopath Association 

Kirkland and Rose Ltd. 

Ultrasoft Laboratories Ltd. 

BC Turkey Marketing Board 

Quest Vitamins 


Simpson, George 
skoda, Inga 
Skura, Brent 
Smith, Martin 
Tahara, Mits 
Tanaka, Darlene 
Teja, Dave 
Thomas, Susan 
Trinh, Hien 

Ulmi, Sandra 
Vanbrek, Geo 
Vanderlinden, Kim 
Wald, Rose Mary 
Webb, Janet 
Welsh, Colyn 
White, Jim 
Wildeman, Dick 
Wing, Jim 

Wong, Tony 
Wong, Virginia 
Woodrow, Irwin 
Woodruff, Croft 
Yang, Thomas 
Yu, Lin-Hoi 
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Rhema Industries Ltd. 

Flora Distributors Ltd. 
University of B.C. 

Foremost Foods Ltd. 

Toyo Importing Co. Ltd. 
Trophy Foods Inc. 

G.S. Teja Ltd. 

Fisheries and Oceans Canada 
Yves Vege Cuisine 

BC Dairy Foundation 

Tops Importing 

Naturopath Association 

RLS Consulting Ltd. 

St. Pauls Hospital 

B.C. Turkey Marketing Board 
Neptune Foods 

UpJohn Co. of Canada 
Alpha Pharmaceutical Sup. Ltd. 
Customs Canada 

Le Kiu Importing Co. Ltd. 

BC Food Technology Centre 


Ultrasoft Laboratories Ltd. 
Jade Ocean Holdings Ltd. 
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Bailey, Ruth 
Chen, Stephen 
Couture, Héléne 
DeCoste, Sandra 
Ferguson, Donald 
Fleming, Mike 
Fox, Cathy 

Gillis, Mark 
Greene, Vernon 
Kane, Lloyd 
Kinder, Mary-Ann 
Laing, Gordon 
Landry, Cyril 
Lapointe, Michel 
Lauer, Bruce 
Nadon, Josée 
Noel, Sharon 
Pelletier, Michel 
Pound, Jan 
Sooley, Herb 
Ward, Brian 
Warren, Jim 
Wenizell, Nadine 
Wynne, Gerard 


Marleau, J.J. 
Massong, F. 
Atkinson, James 
Auld, Neila 

Burns, Garth 
Crosbie, Elizabeth 
Crowe, Nancy Dr. 
Cruikshank, Jeanne 
Dawe, Donald 
Dickinson, Dennis 
Duff, Stephen 
Edwards, Linda 
Firth, Wanda 
Fontana, PG. 
Frail, Dawn 
Glinsky, Irene 
Haines, Andrea 
Horne, Susan 


Consumer and Corporate Affairs Canada 
Agriculture Canada 

Hershey of Canada 

P.E.I. Pharmacy Association 

Fisheries and Oceans Canada 
Pharmaceutical Supplies Limited 

Nova Scotia Agricultural College 
Canadian Co. of Grocery Distributors 
Can-Med Surgical Supplies Ltd, 

Baxter Foods Limited 

Precision Biologicals Inc. 

Heart & Stroke Foundation of NS 

Heart & Stroke Foundation of NS 

Nordic Merrell Dow Recherche 
Lawton’s Drugs 

Registrar of N.S. Pharmaceutical Society 
National Sea Products Ltd. 

Nova Scotia Agricultural College 


Humphrey, Connie 
Ingram, J.F. 

Kean, Penny 
Kennedy, Susan 
Larson, Lisa 
Latchford, Les 
Lusby, Linda 
MacDonald, Doug 
MacDonald, Laura 
MacLennan, Rod 
McGregor, Sue Dr. 
McHugh, Brendan 
McQuinn, Alan 
Mock, Patricia 
Morrison, Robert Dr. 
Pillay, Vel 

Samms, Ralph 
Schenkels, Cathy 
Selfridge, Robert 
serecki, Lawrence 
Shaw, Susan 

Sims, Gaye 

Taplin, Ken 
Thibodeau, Paul 
VanLingen, Cari 


MONTREAL, LE 19 AVRIL 1993 


Health and Welfare Canada 


Angelo, Gilles 
Aubuchon, Sylvie 
Bérubé, Alain 

Bolduc, Victorin 
Bono, Michéle 
Charbonneau, Claudette 
Couture, Hélene 
Dionne, Danielle 
Gour, Lorraine 
Hanchay, Jean-Pierre 
Laing, Gordon 

Lee, Nora 

Nadon, Josée 
O’Brien, Paul 

Rafuse, B.A. 
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Baxter Foods Limited 

Nova Scotia Association of Health organizations 
Health Science Centre, Memorial University 
Baxter Foods Limited 

Dominion Biologicals Limited 

Milk Quality Specialist 

Faculty of Pure & Applied Science, Acadia Univ. 
Connors Bros. Limited 

Fisheries and Oceans Canada 

Scotsburn Cooperative Dairy Ltd. 

Human Ecology, Mf. St. Vincent University 
Connor's Bros. Ltd. 

Armbro Pharmaceuticals Limited 

Milk Maritime Inc. 

P.E.l. Department of Agriculture 

Cobi Foods 

Maritime Food Brokers Association 

Farmers Cooperative Dairy 


N.S. Hospital Pharmacy Services 
Fisheries and Oceans Canada 
Fisheries and Oceans Canada 
Connors Bros. Limited 


Heart & Stroke Foundation of Nova Scotia 
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Consumer and Corporate Affairs 


Breaull, F. 
Dupré, Sylvie 
Fournier, D. 


Allen, Mary 
Beaudoin, Guy 
Beaudoin, Lorraine 
Bertrand, Yvon 


Bisaillon, Suzanne, Ph.D., Sc. 


Blais, Christina 
Boitard, Jean-Pierre 


Boucher, Sylvain 
Boulanger, Jacques 


Cameron, André 
Dagenais, Richard 
Dagher, J. 

Dalio, Francesca 
Delisle, Helene 


Desmarais, Jean-Pierre 


Dessain, Dr. P. 
Fortin, Carole 


Gadbois, Diane 
Gadbois, Dr. Pierre 
Gariepy, Yves 
Gélinas, Roger 
Giroux, Martin 


Giroux, Maurice 


Giroux, lsabelle 
Grafova, Dr. Eva 
Hrab, Jean 
Klapka, Maria 
Kupranycs, Donna 
Lacasse, Pierre 
Ladouceur, Rnéo 
Laflamme, Laurent 
Lecompte, Mario 
Métivier, Christine 
Montesano, Pierre 


Morin, Pierre 


Allergy/Asthma Info. Assoc. 

Syndicat des producteurs d’oignons du Québec 
A.Q.F.L.P. 

Agriculture Canada 

Université de Montréal, Faculté de pharmacie 
Université de Montréal 

Assoc. Qué. des fabricants de 

l‘industrie médicale 

EBrow INC. 

Dir. des lab. d’expertises et d’analyses 
alimentaires 

Ministéres, Agr., Pecheries et Alim. du Québec 
Recherchiste pour la FNACQ 

Bristol Myers Squibb 

Féd. Nat. des Assoc. Consom, du Québec 
Université de Montréal, Département de nutrition 
smith & Nephew Inc. 

Pfizer Canada Inc. 

Assoc. des détaillants en alimentation 

du Québec 

Santé et Services Sociaux 

Pfizer Canada Inc. 

Ministére Santé et Services Sociaux du Quebec 
Péches & Océans Canada 

Assoc. des consommateurs du 

Canada (Quebec) Inc. 

Assoc. québécoise de la distrib. de fruits 

et |egumes 

Santé et Services Sociaux 

Abbott Laboratory Affairs 

Association nationale des produits de santé 
Pfizer Canada Inc. 

Schering Canada Inc. 

M.A.P.A.Q. 

Ministére des péches et oceans 

C.M.A.C. 

Société des Alcools du Québec 

Chanel 

Assoc, québ. des fabricants de 

l‘industrie médicale 

Groupement provincial de |’industrie du 
medicament 


Nantais, Carole 
Orton, Alan E. 
Pineault, Daniel 
Plourde, Renée 
Ranz, R.J. 
Rigaud, Suzanne 
Roy, Nathalie 
Roy, Michel 
Sarrazin, Robert 
Sasseville, Michel 
Sault, Francis 
St-Laurent, Roger 
Stante, John 
Tamjeedi, Ali 


Thibodeau, Anne Marie D. 


Truchon, Richard 
Vachon, Luc 
Woolrich, K. 
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Cyanamid Canada Inc. 

Nicolaidis Fukushima Orton Emmian 

Assoc, manufacturiers produits alim. du Québec 
Association des consommateurs du Quebec 
RJR. Pharma Int. Services Inc. 

Fédération des producteurs de lait du Québec 
Chanel 

P.M.A.C. 

P.M.A.C. 

Assoc. nationale des produits de santé 

Bariatrex Prod. Int'l 

Assoc. nationale des produits de santé 
Canadian Wholesale Drugs Association 

Abbott Laboratories 

M¢Carthy Tétrault 

Assoc. de l'industrie des surgelés du Québec Inc. 
Conseil de l'industrie laitiére du Québec Inc. 
Pfizer Canada Inc. 
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Anderson, G.H. 
Beggs, Gail L. 
Berry, Ruth E, 
Bessin, Ber| 
Brown, Allan 
Budashewitz, Phil 
Christie, Monte 
Corbell, JF 
Crawford, Ken 
Crosbie, Elizabeth 
D‘Hondtf, Jim 
Dale-Johnson, Vern 
Davies, Richard J. 
Dempster, Dan 
Ellwood, P 
Emberely, B.J. 
Erola, Judith A. 


Evans, Sheryl 
Findlay, Carol 
Fischer, E. Nancy 
Fraser, Frank 
Garrett, Robin 


Goslin, D.G. 
Grégoire, Yvan 


Hazelwood, Andrew G. 


Hendericks, Suzanne 


Hill, Betsy 

Knight, R.M 

Ley, Janice 

Love, Douglas W. 
Marcotte, Michelle 
McArthur, Donald R. 
McCarthy, David 
McGuinness, Kerry 


McHugh, Brendan 
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Canadian Nurses Association 

Fisheries Policy Branch 

Canadian Home Economics Association 
Emmett International Limited 

Du Pont Canada Inc. 

Dept. of Health & Human Services 
Lorne Plunkett & Associates Ltd. 
Canadian Wine Institute 

Canadian Turkey Marketing Agency 
Pharmaceutical Supplies Ltd. 

Thomas Large & Singer Inc. 

Medtronic of Canada Ltd. 

Department of Health and Social Services 
Canadian Horticulture Council 

Medical Devices Specialist 

Fisheries and Oceans 

Pharmaceutical Manufacturers 
Association of Canada 

sierra Spring Water Company 
Associationof Canadian Biscuit Manufacturers 
Canadian Feed Industry Association 
Nordion International Inc. 

Canadian Restaurant and Foodservices 
Association 

Quaker Oats Co. of Canada Ltd 
Agropur 

Ministry of Health and Ministry 
Responsible for Seniors 

National Institute of Nutrition 
Nutrasweet Company 

Kraft General Foods of Canada 

Dyeco Ltd. 

RW Packaging 

Nordion International Inc. 

Canadian Importers Association Inc. 
McCarthy Consultant Services Inc. 

The Association of Naturopathic 
Physicians of British Columbia 

Connors Bros., Ltd. 


Miller, Judith 


Mine, Charles D. 
More, Dwight E. 
Nobrega, Gabriella 
Nagel, Linda J. 
Neilson, Janet 
O'Connell, Alice J. 
Ochman, Stefan 
Oosterhoff, Peter 
Oulton, Judith A. 
Page, Herb, 
Parker, Alan J. 
Peace, Doryne 
Pearson, Cathy 
Pomerleau, Lyse 
Pulfer, Don M. 
Reynolds, Bill 
Reynolds, J.R. 
Sabourin, Jean-Claude 
Seier, Lorne 
Snyder, D.A. 
Standish, Janet 
Steele, D.S. 
Strankman, Peggy 
Szkotnicki, Jean 
Tousignant, Louis 
Tulloch, Dale A. 
Vinh, Quyen 
White, Robert B. 


Whitham, L.H. 
Wolfman, Wendy L. 
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National Council of Bioethics in Human 
Research (NCBHI) 

Agri-Food Competitiveness Council 
Canola Council of Canada 

Faye Clack Marketing & Communications 
Bakery Council of Canada 

Alberta Registered Dietitians Association 
SmithKline Beecham Animal Health 
Canadian Environmental Network 
Dairy Farmers of Canada 

Canadian Nurses Association 

RW Packaging 

Int’l Psychic Information Network 
Hoffmann-La Roche Limited, Canada 
Canadian Sugar Institute 

Delisle 

Canadian Veterinary Medical Assoc. 
Canadian Health Food Association 
Casco lnc, 

Bioplant Research Labs Inc. 

VITA Health Company 

Beatrice Foods Inc. 

Van's Quality Foods 

Canadian Nut Council 

Canadian Cattlemen’s Association 
Canadian Animal Health Inst. 
Agriculture Canada 

National Dairy Council of Canada 
Burroughs Wellcome Inc. 
Nonprescription Drug Manufacturers 
Association of Canada 

Canadian Mushroom Growers’ Assoc. 
The Toronto Hospital 
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APPENDIX G 


RESULTS OF THE WORKSHOP REVIEW EVALUATIONS 


The following are the results of the workshop evaluations. This review reflects the responses of 
workshop participants and has been tabulated by Lorne Plunkett & Associates Ltd. of 
Ottawa. Every effort has been made to accurately reflect the views of the participants. A 
total of eighty-five (85) participants provided voluntary written evaluations, slightly under 15 
percent of the total participants. 


SUMMARY: 
1. Did you have enough information on the issues prior to the session? 
(3.0) 
] 2 S 4 é) 
Not Enough Sufficient Too Much 


With some exceptions, an overwhelming majority (72%) felt they had sufficient or more than 
sufficient information prior to the workshop. Some participants would have liked more time 
to review the pre-course information. 


2. What additional information would you have liked prior to the session? 


Some respondents identified the following additional information they would have liked prior 
to the workshop: 


e More information on the process to be used in the workshop 
° Copies of the specific regulations under consideration in the workshop 
e Clear workshop expectations 
e List of Workshop invitees 
e How issue list was established 
° The mandate for the workshop 
3. Were the methods used (i.e., use of issues papers, workshops, and plenary) 
effective? 
(4.0) 
| Z 3 4 
Not Effective Very Effective 


Reaction to the workshop methods was very positive with an average score of 4 on the 
scale of | fo 5, 
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4, Were issues dealt with in sufficient depth? 
(3.6) 
1 Z S 4 5 
Not Enough Very Well 


Respondents for the most part also felt issues were covered in sufficient depth, again a score 
of 3.6 on ascale of 1 to 5. Asmall minority (18%) of respondents suggested that not enough 
time was spent on individual issues. One participant suggested a full day was needed 
specifically on medical devices. 


5 Were the key issues covered? 
L] Yes NO 
lf no, what additional issues should have been discussed at this time? 


Eighty-one out of eighty-five resoondents felt key issues had been covered by the workshop. 
One organization felt major issues were not covered, another felt the workshop was 
facilitator driven not issue driven, 


6. Do you feel your views were heard and captured in the summary of the information 
collected? 
(3.8) 
| 2 3 4 o) 
Not Enough Very Well 


Again, fhe majority of participants responding felt their views were captured in the summary 
of the information collected. A score of 3.8 was attained on a scale of | to 5. 
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RESPONSE BY CITY 
REGULATORY REVIEW WORKSHOP 


(Please note * indicates more than one of the same response) 


ie Did you have enough information on the issues prior to the session? 
Winnipeg: 
(3) 
| 2 6 5 
Not Enough Sufficient Too Much 
Edmonton: 
(3) 
| 2 3) 2) 
Not Enough Sufficient Too Much 
Vancouver: 
(3) 
] e 3 e) 
Not Enough Sufficient Too Much 
Halifax: 
(2.8) 
] 3 ) 
Not Enough Sufficient Too Much 
Ottawa: 
(3) 
1 2 3 o) 
Not Enough Sufficient Too Much 
Toronto: 
(3) 
| 2 5 
Not Enough Sufficient Too Much 
Montreal : 
(2.8) 
| 2 3 2) 
Not Enough Sufficient Too Much 
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z. What additional information would you have liked prior to the session? 
Please see summary. 
S| Were the methods used (i.e., use of issues papers, workshops, and plenary) 
effective? 
Winnipeg: 
(4) 
| 4 
Not Effective Very Effective 
Edmonton: 
(4) 
| 4 
Not Effective Very Effective 
Vancouver: 
(4) 
] 4 
Not Effective Very Effective 
Halifax: 
(4) 
1 4 
Not Effective Very Effective 
Ottawa: 
(4) 
] 4 5 
Not Effective Very Effective 
Toronto: . 
(4) 
| 4 
Not Effective Very Effective 
Montreal: 
(3.8) 
1 4 9 
Not Effective Very Effective 
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4, Were issues dealt with in sufficient depth? 
Winnipeg: 
] 5) 4 
Not Enough 
Edmonton: 
(3) 
] S) 
Not Enough 
Vancouver: 
(3.5) 
] 
Not Enough 
Halifax: 
(3) 
1 3 4 
Not Enough 
Ottawa: 
(3:5) 
] 
Not Enough 
Toronto: 
(3.8) 
3 4 
Not Enough 
Montreal: 
(3.5) 
1 3 


Not Enough 


5 
Very Well 


5 
Very Well 


5 
Very Well 


5 
Very Well 


5 
Very Well 


e) 
Very Well 


5 
Very Well 
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5. Were the key issues covered? 


If no, what additional issues should have been discussed at this time? 


Winnipeg: 12 Yes 
Edmonton: (ei Yes 
Vancouver: 14 Yes, | No 
Halifax: 8 Yes 
Ottawa: 8 Yes, | No 
Toronto: 2 Yes, 2 No 
Montreal: W Yes 
o Do you feel your views were heard and captured in the summary of the information 
collected? 
Winnipeg: 
(4.2) 
] 2 3 4 5 
Not Enough Very Well 
Edmonton: 
(4) 
] 2 5) | 
Not Enough Very Well 
Vancouver: 
(4) 
] 2 S 4 
Not Enough Very Well 
Halifax: . 
(3.4) 
] 2 3 4 5 


Not Enough Very Well 
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Ottawa: 
(4) 

es Oe er 

Not Enough Very Well 
Toronto: 

(4) 

2s rats 85 « ee Sn Soin aS: 

Not Enough Very Well 
Montreal: 

(3) 

perenne sehen erage t Et ee 

Not Enough Very Well 
yi. List what you consider to be the strong features of this workshop? 
Winnipeg: 

a Team leader for microbiology workshop was excellent 

a Well organized - group leaders well prepared 

# The opportunity to discuss with peers 

if The important parts of the regulation 

& Well organized, open and frank discussion 

i Cooperation of all parties 

® Involvement of a broad range of participants 

@ Round table format 

a Listening skills of team leader 

" Open consultation and realistic suggestions 

a Constructive information available 

B Wrap-up session was very important 
Edmonton: 

5 The fact that this workshop was held and people were actually asked 

a Excellent workshop 

a Allowed to express my opinions and solutions 

rT HPB people involved 

a Very effective group leader 

@ Skills of the facilitator 

a Welcome an opportunity to participate again 


Vancouver: 


Montreal: 


Halifax: 
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Valuable exercise 
Able to discuss issues with 11 stakeholders 


Communication between HPB and Food and Drug Industry 
Finally HPB appear to be having more communication with industry 
Good cross section of stakeholders 

Time was spent on key issues 

Good facilitation 

Consultation seemed sincere 

Very open and frank 

Good group size 

Appreciated the opportunity to put forward special needs 
Divergent views shared 

Wonderful opportunity, it should be done more offen 

Thank you for considering stakeholder positions prior to change 


Workshop leader took interest in capturing and listening to 
observations. 

Organizers capable and dedicated . 

HWC representatives listened well to comments from consumers. 
Positive exchange of views among MAPAQ, Québec Social Affairs, and 
Health and Welfare Canada. 

Issues Papers were prepared and distributed ahead of time, thus 
allowing ample time to review and prepare for discussion. 
Representatives were chosen from different groups of interest (industry, 
consumers, government, academic) resulting in interesting and diverse 
opinions. (2) 

Good organization. Representatives were well prepared. 

The consultation session was a great idea. 


Good facilitators 

Free and open discussion 

Good mix of government, industry 

Opportunity for industry to put forth views 

Gained appreciation for the overlap in jurisdiction of four government 
departments 

Some participants not familiar with the regulations and they provided 
a fresh approach 

Excellent to see these diverse groups together discussing relevant 
issues 
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Ottawa: 


Toronto: 


Adequate time allocated for issue discussion 
Open discussion 

Good mix in groups 

Excellent leadership by facilitator 
Conscientious attempt to include all views 
Strong use of time available 


Good representation 
Open, frank discussion 


Sufficient time for discussion 


Issue papers provided a good framework 

Cross Canada workshop provided all views 

Great participation 

Availability of other views 

small group discussion 

Great vehicle for consultation 

Communication between government and indusiry 


8. List what you consider to be the weak features of this workshop? 


Winnipeg: 


Edmonton: 


Not enough industry involvement 

Too many issues for one day 

Not enough people in our session 

Some participants did not fully understand the current legislation 
Plenary sessions were too long and not focussed 

None 

Limitation of one workshop 

More industry attendance would be beneficial 

Many participants had inadequate background in purpose and 
proposed changes prior to the workshop 

Too many issues for time period 


Too long a preamble 

Better facilitation - too much repetition 

Too many issues for one day 

More industrial representation 

Herbal products can’t get D.I.N.’s for schedule “A” disease-this issue 
should have been discussed 

Not enough time 

Would have liked some direction to appropriate workshop 
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ig Like to attend more then one workshop 
| “Ordinary” consumers should be asked to attend 
Vancouver: 

a More time needed for better coverage 

B Empathetic chairperson 

a Consensus very difficult to attain 

| Vocal participants dominated discussion 

8 Technical expertise lacking 

a Group off-track form time to time 

| Able to attend only one workshop 

| Facilitators should be more knowledgeable of the issues 

8 Not enough structure or time 

Montreal: 

& Not enough representatives from Industry(3) 

a HPB’s position and Minister's intention was not clearly explained from 
the start. 

@ The two plenary sessions did not seem fo strike up much interest. 

| A visual presentation of some sort would have made the workshop 
more interesting. 

@ Many of the participants did not know much about the regulations, 
which slowed-down the workshop process. 

G Representativeness vs. opinion; There was no means of distinguishing 
the opinions of government, organizations, associations, institutions, 
companies etc., individually. 

Certain representatives were missing from some of the workshops, i.é., 
medical industry in feam 7. 

a some participants replaced those who should have assisted in the 
workshops. 

Halifax: 

Insufficient time 

a Many food industries not notified at all 

a Not enough industry participation 

a Some workshops heavily weighted with HPB inspectors which may bias 
information 

8 Some large processors not invited 

Bi Felt we were being “railroaded” at times 

Ottawa: 
| More preparation time 
ia No representation from Drugs Directorate 


| More industry participation 
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wi should have included users as well as suppliers 
a No sense of accomplishment 
Toronto: 
= Too much emphasis on food 
& Limit to one workshop a problem 
a Room too small 
& Leader could have been more effective 
E Was the generation of new ideas a goal 
a Must get notes/reports from all seven meetings 
# Industry people did not come prepared 
5 More lead time 
® Time too short 
w Should have focussed on first four issues 
# Objectives not clear beforehand 
& Equal opportunity to be heard 
P Too diverse a group 
@ Weak leadership - tendency to wander 
a Food should be separate from drugs/devices 
9, We want your views on future consultations. What form/methods would you suggest 


to ensure adequate consultation in the next phases of regulatory change? 


Winnipeg: 

Strongly support this workshop approach 

Information sent with sufficient time to review pertinent legislation 
Would like to participate in future workshops 

Similar format should be used in the future 

Encourage multiple attendees from organizations 

Where possible associations, councils etc. could be used to 
disseminate information 

a Circulate recommendations for comments 

a Information letters followed by information meeting with stakeholders 
a Proper representation needed in each workshop 
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Edmonton: 

Contact organizations directly for ongoing dialogue 

Ask for written submissions form concerned groups to act as agenda 
Short new letter in progress 

Larger name tags 

An afternoon snack would have been beneficial 

Would like to see a draft of changes. 

Don’t use Edmonton Hilton for next workshop. 

Meeting was long overdue. 


Vancouver: 

This method should be repeated. 

More consultation like this is needed. Long overdue. 

Well organized - good lunch. 

Good cross section of participants. 

Future sessions could group people from each industry separately. 
More stakeholder meetings. 

Excellent format - why change. 

Must provide more advance notice. 

Prioritize the issues for better use of time. 


Ottawa: 


Ensure mailing list is accurate and up to date. GPMC-offer to review and 
update. 

Minimum two months review time. 

More time to review prior fo the workshop. 

This was a political decision forced on the federal agencies. 

A standing committee on regulatory review. 

Derogatory comments in green copies i.e. “ordinary” GPs. 

| get the feeling the final chapter was written before the workshop. 
Publications of proposals. 

Smaller groups with similar interests. 


Montreal: 


Provide copies of papers well in advance(2) 

e Try to work from existing regulatory framework 

# Would like to use the same process of workshops but with livelier 
plenary sessions. 

B Allow 2 weeks in advance before convening in order that the 
appropriate representatives participate in the sessions. 

® The consultation sessions must be separated by sections. (i.e. food, 
drugs, medical devices..etc.) 

if Consultation must include other government reps than HWC 
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iw Future consultations to have 2 phases. The first phase should address: 
the origin of the problem; examples of consequences; a means of 
discussion; and questions to explore. 
The second phase should regroup the same people but 30 or 60 days 
later after consultation with other members - their executives, etc. - 
thus, injecting new propositions, ideas and suggestions 

i Consult with the attendees in order to determine their specific interests. 
Sometime the workshops cover specific issues of interest to only one 
group. 


Halifax: 

Adequate notice to all stakeholders 

Actively seek out industry input 

Workshops for each segment of the food industry should be held. 
Someone other than government stakeholder chair the meeting 
More info on the fit of this phase 

Thank you for giving me the opportunity to participate. 

More time to read the material 

Greater consistency among government depariment regulations 
Trade associations must be involved in the next round. 


Toronto: 


Consideration to run workshop more than once 

Draft position papers should be circulated for study. 
Matching funds from associates to expand the dialogue 
What is the “big picture” strategic direction etc. 

Use similar process in the future 

Acknowledge issues raised will have equal weight when considered 
against in process change 

Continue what appears to be a good start 

Second meeting to discuss proposed changes 

Consult before the report is released. 

Some of the sub-issues could get lost 

Continue use of focus groups 

More time is needed for the entire process. 

Industry specific meetings 

Excellent format 

Too broad a review for the time 

Tighter agenda 

Should be an annual exercise 
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10. Please give us your views on how we should be implementing the ideas generated 
by the workshop (e.g., priority, methods) 


Winnipeg: 


Edmonton: 


Vancouver: 


Ottawa: 


Montreal: 


Harmonization with US and others. 

Prioritize action plans and implement what can be easily done quickly. 
Look for consensus of opinion across the country on individual issues. 
Change administrative procedure first to prove action and good will 
Let us reason together 

Recommendations should be reviewed by participants 


Solution in future should be generated through consultation with 
stakeholders 

Every concern should be addressed 

We should have an opportunity to comment on the final report 

Have some smaller group meetings and key stakeholders 

Continue to asses need for change in light of the cost to the public 
and undue risk 

Public education as to their responsibilities in the use and consumption 
of medicine, food, etc. 


Another meeting should be held for more detail 
Consensus items should be prioritized for action 
Consumers must fake some responsibility 
Regulatory review is one part of the solution 
Phase in process in the event of a shift in policy 


We could assist in prioritizing of issues 

Once agreement, have DRAD prepare Canada Gazette Part 7 
Indicate why some recommendations are acted on and others not 
Quickly deal with items that are straight forward 

Wide circulation of chosen options 

Once a year session would be very good 

Reduce the time needed for change 


Take the best new ideas generated and the worst criticisms voiced 
and subject them to further workshops. 

Once the information has been examined, a consensus should be 
made on the recommendations and priorities should be set. 
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Halifax: 


Toronto: 


Any input and suggestions from the workshop should be consolidated 
and subjected to different types of organizations for comment. This wil 
generate discussion for future consultations. 

The workshops should concentrate on questions of regulatory priority 
and subjects for which there is no general consensus. 

Balance the ideas according to representativeness. 

Prioritize items according to the degree of interest. 

Prioritize items according to the degree of systematic importance. 
Respond to all questions posed for clarification and to measure the 
degree of accordance 


Should be done quickly 

Resolve intergovernmental agency 

Involve outsiders in prioritizing the action after we receive feedback 
from the workshop 

A full review of recommendations, if acceptable should be 
implemented as soon as possible 

Misleading claims and economic fraud still have to be addressed 


Separate food from drugs and devices 

Meet again to set priorities 

Priority given to anything that improves the efficiency and effectiveness 
Move quickly on recommendations 

Coordinate enforcement across agencies 

Where you go from here with the results will determine future coopera 
tion by industry 

Not all issues tabled . 

Summaries of stakeholder concerns to see a fit with department's 
options 

Put hold on Hearn/Gagnon 

Query time for NDS and DIN’s are still the most important 

Pick a Canadian owned hotel 

Appears to be a rush job - “| am not impressed.” 

Reconvene groups to flush out concerns 

Issues should be prioritized by need and ease of implementation 
Harmonize regulations for a competitive edge 

Use international standards for food standards and additives 
Maintain momentum for change 

Results of workshop should be available to any interested parties 
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APPENDIX H 
LIST OF BACKGROUND DOCUMENTS 
Review of Food Regulations Pursuant to the Food and Drugs Act, February 1993, 
prepared by Food Regulatory, International and Interagency Affairs Division, Food 


Directorate, HPB 


Review of Drug, Medical Devices, and Cosmetic Regulations Under the Food and 
Drugs Act, March 1993, prepared by J. Apse 


Review of the Drug Regulations Pursuant to the Food and Drugs Act, March 1993, 
prepared by Drug Regulatory Affairs Division, Drugs Directorate, National 
Pharmaceutical Strategy, HPB 


Direction for Change, Report of the Medical Devices Review Committee, May 1992 


Working in Partnership...Drug Review for the Future, Review of the Canadian Drug 
Approval System, July, 1992. 
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